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INTRODUCTION

Appellee Matthew Miller’s medical negligence case is before this Court on discretionary
teview of a unanimous, designated-to-be-published opinion of the Court of Appeals reversing a
verdict in favor of Appellant Dr. Ambreen Fraser and temanding the matter for a new trial.!

The Court of Appeals held that the Trial Court committed reversible error in truling that
Matthew was not entitled to present a clim for informed consent. Additionally, the Court of
Appeals held that the Trial Coutt etred in refusing to allow Matthew to recall his causation expetrt to
respond to a question posed by of the jutors; howevet, the lower court declined to address whether
this constituted an abuse of discretion.

At trial, Matthew sought to prove that he developed itreversible kidney failure from the
improper administration of 2 double-dose of a powerful non-steroidal anti-inflammatory medication
ordered by Dr. Fraser. He was diagnosed with complete kidney failure within houts of receiving the
medication. As a result, Matthew was requited to undergo fifteen months of dialysis followed by a
deceased-donor kidney transplant. At the time of trial, he had incurred more than one-and-a-half
million dollars in medical expenses and faced an estimated five million dollars in fature medical care.
Furthet, Matthew’s life expectancy has been reduced by 20 years and his work-life expectancy has
been reduced by a similar amount.

Dr. Fraser’s arguments for reversal of the Court of Appeals may be summarized as follows:

1) Preservation of issues for appeliate review:

a. Dr. Fraser contends that the Court of Appeals erred in holding that Matthew
preserved the informed consent issue;

b.  Dr. Fraser contends that the Court of Appeals erted in holding that Matthew
preserved the issue relating to his efforts to recall Dr. Benjamin Gold, his
causation expett, to address a question raised by a juror;

1 Miler v. Fraser, 2012 Ky. App. Unpub. LEXIS 1050. Copy attached at Tab 1.
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2) Dr. Fraser contends that the Coutt of Appeals erred in holding that Matthew was
entitled (through his parents) to render informed consent to the administration of a
double-dose of a drug known to cause kidney damage;

3) Dr. Fraser contends that that the Coutt of Appeals erred in holding that Matthew
was entitled to present additional testimony by Dr. Benjamin Gold to address a
question raised by a juror;

4) Dr. Fraser contends that the Court of Appeals erred in rejecting her argument that
the Trial Court’s refusal to allow Matthew the oppottunity to present additional
testimony by Dt. Benjamin Gold was “harmless”; and

5) Dt. Fraser contends that the Court of Appeals erred in rejecting her argument that
Matthew’s kidney failure was not a “foreseeable” result of the administration of a
double-dose of a drug known to cause kidney damage.

For the reasons that follow, the decision of the Court of Appeals should be affirmed in all

respects and this matter should be remanded for a new trial.




STATEMENT CONCERNING ORAL ARGUMENT

The Appellant belicves that Oral Argument would aid the Coutt in deciding the issues on

appeal and requests same.
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COUNTERSTATEMENT OF THE CASE

On January 8, 2008, Matthew Miller (“Matthew™) sought treatment for symptoms of nausea,
vomiting and a heaaache at Urgent Care of Bowling Green, where Dr. Ambreen Fraser works as 2
physician.® Dr. Fraser diagnosed him with gastritis and chose to treat him with an antibiotic, an anti-
nause2 medication and twice the recommended dose of an injected non-steroidal anti-inflammatory
drug (NSAID) known as Toradol (brand name) or Ketorolac Tromethamine (generic version)
(hereinafter “Toradol” or “Ketotolac”). Ketorolac is available only by presctiption and carries with
it strong warnings about potentially setious side effects, including kidney damage®,

Within 24 hours of receiving the double-dose éf Ketorolac at Dr. Fraser’s direction,

Matthew developed kidney failure* that turned out to be permanent:

Gresnvisw Ragional Howpital Vage: MILLER,MATTHEW JOEL
1801 Aahley Circla attending Br: Kally, Kevin M.
Bawling Grean, XY 43102 DOB: 06/23/1991 Age: 16 Sex: M
Acct: AADSD3ISES244 loc: An.411 A
Phone #1 (270) 793.21%0 Exam Dates 01/09/2008 Status: A IN
Fax & (2707 793-215% Radioclogy Kor 00207858

Unit Nor Adpo20862%

Exams: DOOI2E956 CT ABDOMEN W/WO
000398957 CT FELVIS W/NWO CONTRAST

CT OF THE ARDOMEN AND FELVIS WITH AND WITHOUT CONTRAST;
CLINICAL DATA: Abdominal pain, naus#a, vomiting,

FPINDINGS: Axial £T images through the abdomea and pelvid ware
obtained hoth prior o and following IV contrast adninigtration,

"

The imaged lung bases show no hass or consolidation., Thas liver,
spleen, pancreas, gallbladdar, and adrenal glands shaw no acute or
focal Eindings., Tha kidneyn ahew no cortical Anhancement or
excretions at ten minutes post injection., This Wufgests souts renal
fallurs. These findings were immediately discussed with the patient’s
referring physician, Dr. Grice, Thera i8 moderate abdominal

pelvic ascitaa. Thers is po adenopathy. Thare i5 mild Eecal
ratention. The vermifomm appandix is normal in &ppearance.

IMPREFEION +~ ABDONEN: -
1. APPALENT ACUTE XEMAL FAYLURR FITH MODERAYE ASCITES.

IMPREGSION - PELYIS:
2. mmrmmmnmwmwmrm:w.

** Eledtronically Signed By Kewin murner of 01/08/2008 at 172¢ ++*
Reported by: Dk, BORNER
Sidned by: Bwrner, Kavin

(emphasis added)

% A detailed description of Matthew’s medical treatment may be found in the Record on Appeal (“ROA™), PlaintifPs
‘Trial Exhibit 2,

> A mote detailed description of the warnings relating to Ketorolac, including the risk of kidney damage, is attached at
Tab 2.

* Copy attached at Tab 3.




As a result, he was required to undergo fifteen months of dialysis and a deceased donor
kidney transplant. His medical cxpenses as of the time of trial exceeded one-and-a-half million
dollats and he faced future medical care estimated to exceed five million dollars®. In addition, his life
expectancy is reduced by twenty years with a similar reduction in his work Jife,

According to Matthew’s treating pediatric kidney specialists at Vandetbilt Children’s
Hospital’, his itreversible kidney failure is the result of receiving an excessive dose of Ketorolac

while dehydrated from multiple episodes of vomiting.” After Matthew’s kidney failure was

discovered, it was determined that he also had 2 case of pancreatitis (a recognized complication of
the administration of Ketorolac)®, which Dr. Fraser strenuously argued was the true cause of his
kidney failure.

In anticipation of this atgument, Matthew presented at trial the testimony of Dr. Benjamin
Gold, a Pediatric Gastroenterologist practicing in Atlanta. Dr. Gold treats children with various
digestive issues, including pancreatitis, that are often complicated by kidney problers. Dr. Gold
explained to the juty that pancreatitis is rarely associated with irreversible kidney failure and does not
cause it, except under circumstances where the pancreatitis is so severe that it causes damage to the

organ itself. With regard to Matthew’s pancreatitis, Dt. Gold measured its severity utilizing several

> Matthew’s damages are outlined in the Plaintiff's Txial Exhibit 3 (Summary of Medical Expenses) (Copy attached at
Tab 4) and Plaintiffs Trial Exhibit 17 {Future Medical Expenses/Life Care Plan) (Copy attached at Tab 5).

§'The Curriculum Vita of Matthew's treating Pediatric Nephrologists, Dr. T.E, Hunley and Dr. Kathy Jabs, may be found
in the ROA as Plaintiff’s Trial Exhibit 7 and the ROA as Defendant’s Trial Exhibit 6, respectively. Dr. Gold’s Currigalun:
Vitae may be found in the ROA as Plaintiff’s Trial Exhibit 8. :

7 A discussion of the medical evidence of Matthew’s state of dehydration at the time he presented to Urgent Care is

attached at Tab 6).
8 The drug labeling for Ketorolac (ROA, Plaintiff’s Trial Exhibit 14) includes the following information for prescribers:

Tt Foltowing Adverse Events Wore Raporiad From Postmarksting Experionce:
Boty as 2 Whole: Wmﬂvnywmsumasmﬂwm.mmw reaction, laryngeal edema, tengua edema
(mﬂoquwm,mwaﬁm.mh

Cardiovastalar: hypoiension, fushing

Dermatolayle: Lysif's syndrome, Stevens-Jdohnsen synidrome, exfolitive dermatitie, macul righ, urficarls

Gayireiniastingl: mmmmﬁthmme.mgemm(mamm. , melena, acute

Hemio 208 Lynphatic: wmwcw@mmmmwwm.

Hepsiie: mﬁr’a%mmmmm Vhopenis, ukcpinia

Rervous Systam: mmm%mmmm

Uregeaitst acuts v T (500 Boxad WARNING, WARMINGS), iank pain with or without hematuria andi
mmmm.wmmmmm




well-recognized scoting systems. Fach sevetity scote, regatdless of the system utilized, showed that
Matthew’s pancreatitis was mild and, therefore, not of sufficient severity to cause irreversible renal
failure. Moreover, Matthew had no damage to the pancreas itself’.

Dr. Gold concurred with the opinions of Matthew’s treating physicians from Vanderbilt,
Drs. Hunley and Jabs, that Ketorolac was the cause of Matthew’s renal failure.

On the day after Dr. Gold was excused as a witness, a juror approached the bench during a

break (but while the proceedings were still on the trecotd) with a question:

Time | Digital | Speaker

Time
11:50:09 | 01:00:14 Juror Judge
Judge Yes, mam
Juror You said something about if there was a question
Judge What
Juror There is a question
Judge Can [ ask you, can I get the attotneys because they need to

hear this bettet than I do. Ah, Brian, Hamp, Mr. Cole ...
come ovet here.... She had a question of me and [ just asked
her for you all to step in

Juror I'just hadn’t heard the question and I was wondeting about
the answer and unless there is another section that comes
with these people

Judge What is the question?

Juror The question is “How long does pancreatitis have to be

present in otder for kidney failure to happen?”
Judge OK, so that’s your question.
Juror Uh, huh
Judge Ok, thank you
Juror Uh, huh
Mr. Moore | We will try to answer it, Judge.
11:50:33 | 1:00:38 Judge Thank you.  The Jury has left the Courtroom

? See testimony of Dr. Gold, ROA, May 4, 2011 at 17:04:59/00:59:06.
10 All references in this transcript are to Record on Appeal, Video Transcrpt.




Recognizing the potential impact of this previously unaddressed issue, plaintiffs counsel

tequested the opportunity .to present by deposition the rebuttal tesimony of Dr, Gold". If

petmitted to testify, Dr. Gold would have explained that the Jength of time that one has pancreatitis

is not a factor in its association with renal failure—the severity of the disease is the key consideration.

The trial coust denied this request, on the stated grounds that Dr. Gold had already covered this

issue. However, the record reflects that Dr. Gold did not address the length-of-time-factor with

respect to pancreatitis in his direct testimony.

Digital Speaker
Time

9:15:54 7:.57 Schuette | Also, I haven’t mentioned this to you yet, too much going on
this morning, but I have arranged for Dr. Gold to be available
on Monday afternoon @ 4:00 in Adanta, ah, I will arrange a
Court Reporter, videographer, and, what not, to take some
testimony from him. My first effort to use it will be in
response to that juror’s question. If that is objectionable and
the court sustains that objection then at a minimum, I think
that I can use that in my rebuttal case. So what I am asking
the Coutt to do, and I have not asked Mr. Moore if he is
willing to do this and he may be, but is for Mt. Mooge and I
to get into 2 room with a speakerphone. Dr. Gold in the
toom with a Court Reporter and speakerphone and then we
question him on just that issue and then if I perceive the need
to do anything eise by way of rebuttal to put that in as well.
Judge I don’t know.
Moore I object.
Judge I'just don’t know. I will have to think that through. I don’
know about that.
Schuette | Well I need to make those arrangements quickly, if ah

Judge I'm not all that satisfied that we—I am not clear as to why
you want to tecall
Schuette | The juror asked the question, How long does acute-how long
panceatitis has to be present to cause renal failure—

1 Plaintiff's counsel had made preliminary arrangements for Dr. Gold to be questioned telephonically by counsel while
there was a court reporter, videographer and a speakerphone at his office in Atlanta, This was to take place on Monday,
May 9%, a day on which the trial was in recess. It could have been accomplished without any burden upon Defense
Counsel or the Court. . :




irreversible renal failure. ‘That goes to the very heart of the
defense. They are going to heara parade of witnesses who I
think will at least attempt—I will object—who will attempt to
draw the connection between Matthew’s mild pancreatitis and
his renal failure, ok. ‘That goes to the very heatt of the
defense and at a minimum

Judge I thought he had already testified as to that
Schuette | Well apparently it didn’t make it.
Judge Well that’s, that’s not going to be the govetning aspect
Schuette | Well no, but I can still call him on rebuttal itrespective of that.
Judge If its proper
Schuette | Hmmm

Judge If it’s proper.

Schuette | Well, if they talk about it in their case in chicf then I can bring
back rebuttal. ‘

Judge Well, I think he has already talked about that.

Schuette | No, I am talking about in my rebuttal case.

Moore He testified last September.

Schuette | Who did?

Moore Dr. Johnson.

Schuette | We’re not talking about Johnson. I am talking about Gold.

Judge No, No, I mean that issue. He testified about it couldn’t be
pancreatitis. |

Mr. Cole | That’s what he said.
Judge I mean that’s his whole basis, it can’t be pancreatitis.
Schuette [ Right. ButI think, I think I should be entitled to introduce,

' even ifit’s a 5 or 10 minute deposition, his farther
explanation of that point. We told the jutors they could ask a
question.

Judge A further explanation of the point, so you understand that
you made the point.

Schuette | Well, I thought we had made it.

Judge Well, just because one jutor has a question, that doesn’t

mean—that doesn’t mean anything.
Schuette | Well, but I can still recall a witness

Cook If he allows him to.

Judge If I allow you to.

Cook ‘That’s right

Schuette | And you should, Come on. ..
Mr. Cole | It’s your rebuttal in ...

Judge No, I understand gentlemen. I've not been in the civil end,
but I've had a few ctiminal cases when I wanted to.. I would
really like to really re-emphasize the point. I'mean, Dr. Gold
could not have been any clearer thar pancreatitis did not
cause, ah, Matthew Miller’s injuries.

Cook "That’s what closing is for.




Judge And I'm sure I am going to hear that plenty of times. I
understand Dr. Gold (no one is here for the purposes of the
record). Dr. Gold did a heck of a job as a witness and T
understand why you would want to call him but I am not
convinced that you get him on rebuttal, ok, but T don’t want
to make that decision right not because I would like to go
ahead and get the jury back right now.

Schuette | OK. Well can we at least leave open the scheduling part
of this so that if we can do it at 4:00 on Monday because
I have to reserve his time and make sure Mr, Moore is
available or somebody from his office.

Moore I can’t do it by agreement but if Judge Wilson orders me
to do it, I would. But, I continue to object to any effort
to recall Dr. Gold,

Schuette | Y understand and T
Moore Your case is still open, for the recotd, your case is still open.
Schuette | Well, let me call him back then,

Moore I object to you calling him back. You said that’s all my

questions and he got up and walked out of the courtroom.
Schuette | Well we were under extraordinaty time pressure and the juror
didn’t ask the questions until it was too late to respond.

Judge And jurors ask questions all the time about different things
and one juror may be informed by the other jurots, you
know. That’s, that’s the part of the living, breathing aspect of
the trial and I understand that you want to dot every I and
evety dot. I understand that and if I felt like I was keeping
something from this juty, I would be mote inclined to let Dr.
Gold, you know, you recall him. But, I’ve said. Brian, he
could have not been mote cleater that pancreatitis did not
shut down this boy’s kidneys.

Schuette | Ok. Well, T just wanted to make my request for the record
and I will wait for the Court’s ruling,

Judge And, ah I will give you a final ruling after I kind of think
about it for a few minutes.

Schuette | Fair enough. Thank you.
9:20:46 12:50 udge But ah, we’ll go from there.
11:57:14 | 57:09 Schuette | Have you made a decision about Dr. Gold?
Judge Huh
Schuette | Have you made a decision about Dr. Gold, whether I can call
him in my rebuttal case
Judge Yes, I am not. _
Schuette | I can’t even call him in my rebuttal case?

Judge Well, you haven’t told me anything new he is going to say yet.
Schuette | Well, I haven’t heard all their case yet.

Judge I know that’s why
Schuette | Well, I've heard part of it.I don’t knnow if they will have any




more witnesses today. I may want him to respond to some of
these things I don’t know yet. I really want him to answer
the juror’s question.
- Judge T understand but, I am satisfied he’s answered that question,
50.
Schuette | Ok
Judge Ok :
Schuette | I've made my request, so I will stop talking about it now.
Judge You’ve made your request 3 times now. So
Schuette | Yes sir, thank you. 1 just want to make sure
Judge Have I made the same response each time?
Schuette | Ah, my recollection is that you have.
11:58:07 | 57:52 udge All right. Thank you.

"The Trial Court’s decision to disallow the rebuttal testimony of Dr. Gold was a fateful one
for Matthew.

After approximately four hours of deliberation, the jury returned a verdict in favor of Dr.
Fraser. The verdict was based upon a single finding: Dr. Fraser’s decision to give Matthew a double-
dose of a powerful drug known to cause kidney damage in dehydrated patients was not a

“substantial factot” in causing his kidney failure and resulting legal damages. -

Do you believe from the evidence that Ambreen Fraser, M.D), failed to comply with
her duty in treating Matthew Miller on January 8, 20087

Yes No

I you believe that Ambreen Fraser, M.D. failed to comply with her duty in treating
Matthew Miller on January 8, 2008, do you believe that such failure was a substantial

factor in causing Maithew Miller’s infuries?

f Yes Na / - —

The Court of Appeals examined this issue and its opinion states as follows:

We believe sub judice that the juror's question, which was relevant to the issue of
causation, warranted the opportunity for Miller to present further testimony, this
being "good reasons in furtherance of justice." We disagree with the court that such




a singular question from a juror, which was televant, "doesn't mean anything."
{emphasis added)

Miller ». Fraser, at page 9.

The Court of Appeals declined to address the question of whether the Trial Court abused its
discretion in this regard “in hght of [its] remand for a new trial” based upon the informed consent
issue. Id

The second issue addressed by the Court of Appeals in its opinion was the Trial Court’s
refusal to allow Matthew to present his claim for failure to obtain informed coﬁsent, even though it
was undisputed at trial that Dr. Fraser did not advise Matthew’s parents'” of the risks of Ketotolac
before ordeting it. The Defendant objected to presentation of this claim on the grounds that an
informed consent chim does not apply to nonsutgical procedures. The Trial Court sustained the
objection and disallowed this claim?.

Both of Matthew’s parents testified on avowal™ that at no time were they informed of the
substantial risks associated with the administration of Ketorolac. They further testified that if they
had been advised of the danger that Ketorolac posed to Matthew’s kidneys, the treatment would
have been declined, especially in light of the fact that Ketorolac was for pain and Matthew was
teporting his pain as a “3” on a scale of “1” to “10, (with the latter being the most intense).

On this point, the Court of Appeals held that the Ttial Court committed revetsible errot and
stated as follows: |

While our cutrent jurisprudence concerning informed consent has only addressed

cases involving medical procedures, this does not mean its application is limited to

cases involving medical procedures. Thus, we hereby tecognize that the issue of

informed consent is not limited to surgety as atgued by Dr. Fraser; instead, the

question becomes whether such disclosures are tequited under the applicable
professional standard of care upon which Miller was prepared to offer evidence of

12 Matthew was a minor at the time Dr. Fraser treated him,

13 The Trial Coutt’s ruling may be found at ROA 05/06/11 at 9:09:11/00:01:18.

¥ The avowal testimony of Mark Miller may be found at 05/05/11 at 17:07:15/ 01:04:46; the avowal testimony of
Tammy Miller may be found at 05/05/11 at 18:11:51/00:00:10.




such via Dr. Denham and which Dr. Fraser would be free to contest. Accordingly,
the trial court erred in disallowing Miller to assert his claim of negligence for lack of
informed consent, necessitating reversal of the jury verdict and remand for a new
trial on all issues. '

Milker v. Fraser, at 10.
For the reasons that follow, the Court of Appeals should be affirmed and Matthew should

have an opportunity to present fully his claims against Dr. Fraser at a new tial.




ARGUMENT

L. DR. FRASER’S ARGUMENT THAT MATTHEW FAILED TO PRESERVE THE
PERTINENT ISSUES FOR APPEAL IS REBUTTED BY THE RECORD.

a. MATTHEW PRESERVED THROUGH TESTIMONY OQF HIS PARENTS
THE INFORMED CONSENT ISSUE.

Matthew preserved for appellate review the informed consent issue by the avowal testimony
of his parents, both of whom testified that they would not have consented to the administration of

Ketorolac for his mild to moderate pain if they had been advised of its risks.* By offering this

testimony, Matthew complied with KRE 103, which states in relevant part as follows:

(a) Error may not be predicated upon a ruling which admits or
excludes evidence unless a substantial right of the party is
affected; and

* * &

(2) Offer of proof. If the ruling is one excluding
evidence, the substance of the evidence was made Xnown to
the court by offer or was apparent from the context within
which guestions were asked. (emphasis added)

KRE 103(2)(2).

His compliance in this regard does not appear to be disputed.

Dr. Fraser contends, however, that in addition to the avowal testimony of his parents
Matthew was required to offer expert testimony on this issue. This position is contrary to this
Court’s holding in Kee/ 9. St Elizabeth Medical Center, Ky., 842 S37.2d 860 (1992).

In Keel, a patent underwent a diagnostic procedure that involved the injection of dye (..
contrast). After receiving the injection, Keel developed a condition known as thrombophlebitis
(inflammation of a vein). He brought suit against St. Elizabeth Medical Center alleging failure to

obtain informed consent prior to the procedure. The trial court granted summary judgment because

15 The avowal testimony of Mark Miller may be found at 05/05/11 at 17:07:15/01:04:46; the avowal testimony of
Tammy Miller may be found at 05/05/11 at 18:11:51/00:00:10.
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the plaintiff did not present expert medical proof regarding the informed consent process. On
- appeal, the Court of Appeals affirmed.

On discretionaty review, this Court reversed the Court of Appeals and Trial Court, holding
that Keel’s claim should have gone to the juty.

We must agree with St. Elizabeth that, in most cases, expert medical evidence will
likely be a necessary element of the plaintiff’s proof in negating informed consent. In
view of the special circumstances of this case, however, we believe that neither
Holton nor KRS 304.40-320 requires Keel to produce expert testimony on this issue.
With respect to Holton, we answer the question left open there, and hold that expert
evidence is not requited in all instances where the claim is lack of informed consent.
Here, we find it significant that St. Elizabeth offered Keel no information
whatsoever concerning any possible hazards of this particular procedure, while at the
same time the hospital admits that it routinely questions evety patient about to
undergo 2 dye injection as to whether he/she has had any previous reactions to
contrast materials, If we are to analogize consent actions to negligence actions, we
- must also acknowledge that a failure adequately to inform the patient need
not be established by expert testimony where the failure is so apparent that
laymen may easily recognize it or infer it from evidence within the realm of

- common knowledge. Cf. Jarboe v. Harting, Ky., 397 8.W.2d 775 (1965); Butts v. Watts,
Ky., 290 S.:W.2d 777 (1956). In the present case, a juror might reasonably infer from
the non-technical evidence that St. Elizabeth’s utter silence as to risks amounted to
an assurance that there wete none, whereas its own questions to patients regarding
reactions to this specific procedure demonstrate that St. Elizabeth itself, as the health
care provider performing the treatment, recognized the substantial possibility of
complications, and whereas (subject to further proof) a complication did in fact
result. These inconsistencies are apparent without tecourse to expert testimony; we
believe this evidence was sufficient to satisfy the standards of Holton, supra, and of
KRS 304.40-230, and to protect the plaintiff from adverse summary judgrment.
{(emphasis added)

Keel at 862.

The Kez/ decision is directly on point and stands for the proposition that where a healthcare
provider gives a patient “no information whatsoever” and “the failute is so apparent that laymen
may easily recognize it or infer it from evidence with the realm of common knowledge,” expert
testimony is not required. IZ This rle of law makes petfect sense: if a doctor has the obligation

to obtain informed consent from her patient and provides no information, whatsoevet, a jury does
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not need to be told that she failed to do so—it is obvious and “within the realm of common
knowledge.”

If Dr. Fraser had offered some information about the dangets of Ketorolac and the question
was whether she had adequately informed her patient, it would make sense to require expert
testimony. But that is not the case here. Rather, she offered her patient nothing and the jury should
have been permitted to defermine if she violated the standard of care in this regard.

Based upon the application of KRE 103 and this Coutt’s holding in Kee/ v. St. Elizabeth

Hospital, Matthew propetly preserved this issue for appeal.

b. MATTHEW PRESERVED THE ISSUE RELATING TO ADDITIONAL
TESTIMONY FROM DR. GOLD BY MAKING CLEAR TO THE TRIAL
COURT WHAT THAT TESTIMONY WOULD BE.

Dr. Fraser contends that Matthew failed to preserv-e for appellate review the issue relating to
his effotts to offer additional testimony from Dr. Gold. The gist of her argument is that failure to
make an avowal is fatal én appeal. Under these facts, however, that is not the law of Kentucky.

As with the question of presetving the informed consent issue, KRE 103 is the applicable

rule. The portion of the rule relevant to this issue is as follows:

(a) Error may not be predicated upon a ruling which admits or
excludes evidence unless a substantial right of the party is
affected; and

* % %

{(2) offer of proof. If the ruling is one excluding
evidence, the substance of the evidence was made known to
the court by offer or was apparent from the context within
which questions were asked. (emphasis added)

KRE 103()(2).
In Weaver v. Commonwealth, Ky., 298 S.W.3d 851 (2009), a published decision rendered just

four years ago, this Court explained in a footnote the proper application of the KRE 103(a)(2):
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2 HN11 Kentucky Rules of Evidence KRE) 103(a}(2) provides that the issue of a trial court’s ruling ex-
cluding evidence is properly preserved for review if "the substance of the evidence was made known to
the court by offer or was apparent from the context within which questions were asked." Given defense
counsel's oral remarks that the expert [**16] testimony was offered to show that Weaver did not know
what he was doing at the time of commission of the offense and the filing of Dr. Fabian's report stating
that he offered an opinion concerning KRS 501.080 and a voluntary intoxication defense, this issue was
properly preserved under the current version of KRE 103, (The trial took place in 2008, one year after the
current version of KRE 103 becarme effactive.)

In contrast to earlier versions of KRE 103, the current version does not require the presenta-
tion of avowal testimeny to preserve the issue of a trial court's exclusion of testimony.

Weaver at 857.

As set forth above in the Counterstatement of the Case, there was very specific colloquy
between the Trial Court and counsel concerning Matthew’s nced to recall Dr. Gold. The recotd
demonstrates that the putpose of recalling Dr. Gold was to allow him to tespond to the juror
question about the duration of pancreatitis necessary to cause irreversible renal failure.

The exchange between counsel and the Trial Court provided adequate information
concerning the substance of the evidence that Matthew intended to offer.

It is significant to note that it was a practical impossibility for Matthew to present Dr. Gold's
proposed testimony by way of avowal. This is true because the witness had alre#dy returned to
Atlanta. The only way to provide additional testimony was through a deposition. Dr. Frasier’s
counsel refused to participate in 2 deposition unless ordeted to do so by the Trial Court, something
the Trial Court declined to do. For Matthew’s counsel to have proceeded with such a deposition
would have been contemptuous conduct under the citcumstances. Mofe importantly, the law did not
require him to do so.

Based upon the application of KRE 103 2nd this Coutt’s holding in Weater ». Commonweaith,

Matthew properly preserved this issue for appeal.
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. MATTHEW WAS ENTITLED TO PRESENT HIS INFORMED CONSENT
CLAIM IN ACCORDANCE WITH KRS 304.40- 320 AND KEEL V. ST, ELIZABETH
MEDICAL CENTER.

The Court of Appeals propetly found that Matthew was endtled to present a claim for Dr.
Fraser’s failure to obtain his parent’s informed consent to the administration of Ketorolac, a drug
known to cause kidney damage. This holding is based upon well-established Kentucky law,
including KRS 304.40-320 and Kee/ v, §:2 Elizabeth Medical Center.

While the main issue on appeal in Kee/ was whether expert testimony is required, the case is
also significant for its recognition of the right of a patient to bring an action atising out of the failure
of a healthcare provider to obtain informed consent in connection with a nonsutgical procedure.
KRS 304.40-320 also applies to the question of informed consent and identifies the broad scope of
procedures to which this requitement applies: “In any action brought for treating, exarmmng or
operating on a claimant wherein the claimant's informed consent is an element, the clauna_nts
informed consent shall be deemed to have been given where: . . .” Thus, Kentucky law recognizes a
cause of action against a healthcare provider for failure to obtain informed consent for “treating,”
“examining” or “operating” on a patient.

'The Court of Appeals did nothing more than recognize that under KRS 304.40-320 patents
ate entitled to render informed consent. In the section of its opinion addressing Dr. Fraset’s
foreseeabiﬁty arguments, the Court of Appeals observed that: “Cleatly, injecting medication into a
person and having an injury result therefrom was foreseeable.”™ If injury is a foreseeable result of
the treatment—whether surgical, diagnostic or “therapeutic”—the opportunity to learn of the risks

and weigh those against the corresponding benefits is an essential tight that every patient should

enjoy.

16 Mzler 1. Fraser at 19-20.
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The decision of the lower coutt in this case is consistent with precedents established by this
Court and should be affirmed.

L IT WAS ERROR FOR THE TRIAL COURT TO DENY MATTHEW THE
OPPORTUNITY TO RECALL DR. BENJAMIN GOLD TO ADDRESS A
QUESTION RAISED BY A JUROR AND THE COURT OF APPEALS WAS
CORRECT IN SO HOLDING; FURTHER, THIS ERROR WAS FAR FROM
HARMLESS.

It was Matthew’s position in the Court of Appeals that the first and most Important issue on
appeal was the Trial Coutt’s refusal to allow Matthew to introduce additional testimony from Dir.
Gold to address the juror question concerning the length of time necessaty for pancreatitis to cause
irteversible renal failure. A reading of the lower court’s opinion shows that it agreed that the Trial
Court erred in this regard; however, the Court of Appeals chose not to address the question of
whether this etror was an abuse of discretion since it had alteady held that Matthew was entitled to 2
new trial on the informed consent issue.

Examining this issue in light of the following authorities leads to but one conclusion:
itrespective of the lower court’s characterization, the Trial Court’s disallowance of additional

testimony was an abuse of discretion.

A, THE CIVIL RULES CONTEMPLATE THE INTRODUCTION OF
REBUTTAL TESTIMONY IN A CIVIL CASE.

The order of proceeding in a civil trial is governed by CR 43.02, which specifically addresses

the subject of rebuttal evidence:

CR 43.02 ORDER OF PROCEEDING IN TRIAL

Wher the jury has been sworn, the trial shall proceed in the
following order, unless the court, for special reasons otherwise
directs:; .

(a) The plaintiff must briefly state his claim and the
evidence by which he expects to sustain it.

(b} The defendant must then briefly state his defense and
the evidence he expects to offer in support of it,

/
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(c} The party on whom rests the burden of proof in the
whole action must first produce his evidence; the adverse
party will then produce his evidence. The party who begins
the case must ordinarily exhaust his evidence before the
other begins. But the order of proof shall be regulated by
the court so¢ as to expedite the trial and enable the
tribunal to obtain a clear view of the whole evidence.

(d) The parties will then be confined to rebutting evidence,
unless the court, for goeod reasons in furtherance of
Justice, permits them to offer evidence in chief,

{e) The parties may submit or argue the case to the jury.
In the argument, the party having the burden of proof shall
have the conclusion and the adverse party the opening. If
there be more than one Speech on either side, or if several
defendants having separate defenses appear by different
counsel, the court shall arrange the relative order of
argument.

(emphasis added)

By operation of this rule, a plaintiff should ordinarily be permitted to present evidence in

rebuttal, subject only to the discretion of the Ttrial Court. Such decisions ate reviewable on appeal

and “abuse of discretion is the proper standard of review of a ttiai coutt's evidentiaty rulings."
Goodyear Tire & Rubber Co. v. Thompson, Ky., 11 S:W.3d 575, 577 (2000).

In determining whether a trial court has abused its discretion, the reviewing court applies the

Ifo]lowing test: “The test for abuse of discretion is whether the trial judge's decision was arbitrary,

unreasonable, unfair, or unsuppotrted by sound legal principles. 5 Am.Jur.2d Appellaze Review § 695

(1995);-9‘.‘ Kuprion v. Fitygerald, Ky., 888 S.W.2d 679, 684 (1994).” Commaenwealth », English, Ky., 993
S.W.2d 941 (1999). (emphasis added).
Stated aifferenﬂy, unless the Trial Court’s evidentiary ruling is rational, reasonable, fair and
supported by sound legal principles, it is subject to reversal.
In this case, the Trial Court based its ruling on the etroneous obsetvation that Dr. Gold had
already testified concerning the issue raised by the juror question. However, a review of the record
demonstrates that while he opined that Matthew’s pancreatitis did not cause his itreversible renal

failure, Dr. Gold did not even touch upon the question of how long one must have pancreatitis in
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ordet to develop this condition. Because the question was important enough for the inquiring juror

0 pose, it was most certainly the proper subject of tebuttal testimony. The Court of Appeals
disagreed with the Trial Court’s statement that just because one jutor asks a question “doesn’t mean
anything.”"” In this case, it obviously meant everything,.

Further, since the question arose after Dt. Gold had been excused as 2 witness, the only way

that Matthew could faitly and teasonably address this issue was by recalling his only causation expert.
Instead, the jury heard from seven different defense cxpetts, five of whom assetted that pancreatitis
was not the cause of Matthew’s renal failure. And from Matthew, they were permitted to hear

It was neither reasonable nor fair to deprive Matthew of the opportunity to offer evidence to
aid the jury in answeting this complex medical question. Rather, it was a clear abuse of discretion
and the Court of Appeals was right to reverse and remand, even if it did not charactetize the Trial

Coutt’s error as an “abuse of discretion.”

B. EVEN UNDER THE USUALLY DEFERENTIAL “ABUSE OF
DISCRETION” STANDARD OF REVIEW, THE ONLY PROPER
CONCLUSION IN THIS CASE IS THAT THE TRIAL COURT ABUSED
ITS DISCRETION AND THEREBY COMMITTED REVERSIBLE
ERROR.

Appeliate courts have shown a strong willingness to teverse the judgment of a Trial Court

when a party is improperly denied the opportunity to present rebuttal testimony.

The jury in this case rendered its verdict in Dr. Fraset’s favor in spite of the fact that two of

Matthew’s treating pediatric nephrologists from Vanderbilt Children’s Hospital were sttongly of the

opinion that his irreversible kidney failure was the result of an excessive dose of Ketorolac given

when he was dehydrated. Both stated that pancreatitis was not the cause.’®

17 Miller ». Fraser at 9-10.
8 See testimony of Dr. T.E. Hunley at May 4, 2011, 14:38:24/00:01:15 and Dr. Kathy Jabs at May 5, 2011,
10:54:57 /00:05:02.
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Nevertheless, the jury returned a verdict that suggests that it did not believe that Ketorolac
was the culprit. To be sure, a jury is not tequired to accept as gospel the opinions of treating
physicians. But any time 2 Juty rejects the opinions of two highly accomplished treating physicians

{(both of whom are on the faculty of a pre-eminent medical school) whose opinions were formed at

the outset of treatment, the matter bears close examination,

In this case, one need not go far to identify the reason behind this seemingly anomalous
verdict: the pancreatitis argument.

Throughout the case, the defense strenuously argued that Matthew’s irreversible kidney
failare was the result of pancreatitis. While there are tate circumstances in which pancreatitis is
associated with irreversible renal failure, those are instances in which the pancteatitis is so severe
that it results in readily discernable damage to the organ itself. That was not the case with Matthew’s
pancreatitis. His case was mild and in the opinion of Dr. Gold, the only gastroenterologist who
testified, Matthew’s pancreatitis was not capable of producing itreversible kidney injury.

Although there are no on-point Kentucky decisions rendered on facts similar to this case,
numerous federal citcuit courts have addressed the issue, including cases decided by the United
States Courts of Appeal for the 6% 10%, 5" and 2™ Circuits. It is apptopriate for this court to

consider federal cases where the state rule being considered is essentially identical to its fedeal

counterpatt. As recently stated by this court in the case of Curtis Green o Clay Green, Inc. 0. Clark, K.

App., 318 S.W.3d 98 (2010): “[{]t is well established that Kentucky coutts rely upon Federal caselaw

when interpreting a Kentucky rule of procedure that is similar to its federal counterpatt. See, e.g.,

Newsome By and Through Newsom ». Lowe, 699 8.%.2d 748 (K. App. 1985).°%

12 While CR 43.02 has no direct federal counterpart, the cases cited herein make clear that what is codified in Kentucky’s
civil rules is embodied in the federal authorities cited below. In other words, while the state and federal rules do not
codify these legal principles in the same way, they are substantively the same. Thus, there is sufficient similarity between
Kentucky law and federai law to render consideration of federal case law both useful and appropriate in this matter.
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‘The case of Benedict v. United States, 822 F.2d 1426 (6" Cir., 1987), involved a claim against the
United States under the Federal Tort Claims Act in which the plaintiff/appellant alleged injury as a

consequence of receiving the Swine Flu Vaccine. The sole issue on appeal was whether the trial

court etred by refusing to allow the phintiff to present certain rebuttal testimony from one of her

medical experts. As with all FTCA claims, the matter was tried before 2 judge without a jury. The
spectfic issue in Benedict related to the use of epidemiological data in determining whether a patient
developed Guillain-Barre Syndrome (GBS), a neurological disorder, as a result of receiving a
vaccination.

During her case in chief, the plaintiff presented the testimony of 2 single expert who testified
that she contracted GBS approximately 9% weeks after teceiving the vaccine. Relying upon
pubhshed epidemiological studies, the plaintiff's expert testified that the period. duting which a
vaccine recipient is at risk for developing GBS is 10 weeks. Based upon the temporal relattonship
between the vaccine and the onset of GBS, the expert opined that the plaintiff’s GBS was probably
the result of the vaccine. _

The defendant then proceeded to introduce the testimony of three experts, all of whom
expressed the opinion that subsequent epidemiological studies suppotrted the conclusion that the
petiod during which a vaccine recipient was exposed to the risk of developing GBS was 8 weeks and,
therefore, the plintiff's GBS was not causally related to the vaccine. In response to this testimony,
the plaintiff sought to introduce rebuttal testimony from Dr. Goldfield, 2 second expett, to rebut the
defense expert’s testimony tegarding the epidemiological data.

The trial court refused to permit the testimony on the grounds that it should have been
presented during the plaintiffs case in chief. The 6 Circuit reviewed the decision of the trial court
on an abuse of discretion standard, the same standard that applies in this case. In holding that the

trial court had abused its disctetion, the reviewing court explained its decision as follows:

19




A trial judge's determinations regarding the order of proof and
scope of rebuttal testimony will not be disturbed absent an abuse
of discretion. Geders v. United States, 425 U.3. 80, 86, 47 L. Ed.
2d 592, 96 S. Ct. 1330 (1876). As succinctly stated by this court
in Martin v. Weaver, 666 F.2d 1013 (6th Cir. 1981), cert. denied,
456 U.S. 962, 72 L. Ed. 2d 485, 102 s. Ct. 2038 (1982):

In the exercise of sound discretion, the district
court may limit the scope of rebuttal testimony,
Geders v. United States, supra; United States v.
Algie, 503 F. Supp. 783, 793 (E.D.EKy. 1980}, to that
which is directed to rebut new evidence or new
theories proffered in the defendant's case-in-chief.
See, e.g., Bowman v. General Motors Corp., 427 F.
Supp. 234, 240 (E.D. Pa. 1977}. However, 'where . . .
[the] evidence is real rebuttal evidence, the fact
that it might have been offered in chief doez not
breclude its admission in rebuttal.' National Surety
Corp. v. Heinbokel, 154 F.2d 266, 268 (3d cir. 194¢6).
Furthermore, with respect to 'real rebuttal
evidence, ' the plaintiff has no duty to anticipate or
to negate a defense theory in plaintiff's case-in-
chief, Weiss v. Chrysler Motors Corp., 515 F.2d 449,
458-59 (24 cir. 1975),

Id. at 1020.

Benedict v. United S Zates, 822 F.2d at 1428.

Applying the forgoing analysis, the 6® Circuit reasoned that, “Dr. Goldfield’s testimony

regarding the accuracy of the methodology would have “served the permissible rebuttal function of

counteracting the testimony of the Opposing expett witness.” (Citing, United States v. Posey, 647 F.2d
1048, 1052 (10th Cir. 1981)). Benedsct v. United § tates, 822 F.2d at 1429,

The court went on to explain:

In sum, Dr. Goldfield's testimony which would have attacked the
reliability of bDr. Nathanson's data was proper rebuttal. The
district court partially based its decision on its finding of
fact that the government's studies were reliable. It concluded
that the Benedicts had not supported their attack on those
studies with "hard data." ‘hese circumstances force us +o
conclude that the court's failure to permit the Benedicts the
opportunity to rebut the government's data regarding this
critical issue was an abuse of discretion. (emphasis added)

Benedict v. United States, 822 E.2d at 1430,
The facts of the Benedict case ate substantially similar to those in this case in that both

involved presentation of a complex medical causation question. Just as the Benedist trial court abused
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its discretion by disallowing the plaintiffs causation expert’s rebuttal testimony, the Trial Court in
this case did so By refusing to allow Dr. Gold to testify concerning a critical and ultimately
dispositive issue on rebuttal.

Another case in which a reviewing court reversed a defense verdict was that of Be// » ATST,
946 F.2d 1507 (10™ Cir., 1991). Bell was a Title VII employment discrimination case in which the
plaintiff/appeliant contended that she was discharged in a reduction in force for racially
discriminatoty reasons. In reversing the trial court’s judgment in favor of the employer/appellee,
the reviewing court focused on the trial court’s refusal to allow the plaintiff to call on rebuttal a
former co-worker for purposes of establishing that the employer’s proffeted reason for discharge
was a mere pretext for discrimination. Holding that the plaintiff should have been permitted to
introduce this important rebuttal evidence and that the district court abused its discretion by
refusing her the opportunity to do so, the appellate court reversed the judgment and remanded the

matter for further proceedings.

In the case of Rodrignes v. Olin Corp., 780 F.2d 491 (5" Cir., 1986) the 5% Circuit reversed a
verdict in a wrongful death and product liability action based upon the trial court’s refusal to permit
introduction of rebuttal testimony on a technical causation question. The underlying action was
brought by the estate of Rodriguez, a delivery driver who died as a consequence of exposure to a
toxic emission at an Olin Corp. plant, the company to which he was making the delivery. The estate
also sued Smith Valve Corporaﬁon, the manufacturer of a valve that failed, leading to the emission.
The plaintiff’s claims wete settled and the case proceeded to trial to determine responsibility as
between Olin and Smith. These parties agreed that the emission occutred when four corroded bolts
that held the valve together broke, causing the valve to come apart and thereby aﬂoﬁng toxic gas to

escape.

21




The issue in contention was what caused the bolts to corrode and this was the battleground
for the opposing experts. Each side of the dispute presented expert witness testimony in its case-in-
chief. Thereafter, Olin sought to introduce additional testimony from its expert on tebuttal. The
trial court disallowed the proffered rebuttal testimony and the juty returned a verdict in favor of
Smith. Upon review, the 5" Citcuit reviewed the trial court’s refusal to permit rebuttal testimony on
an abuse of discretion standard. The court reversed the rrial court’s judgment on the grounds that it

was an abuse of discretion to disallow the expert’s rebuttal testimony, observing as follows:

We note that evidentiary matters in trials involving a “battle of
experts” are often difficult, and, as the learned judge below
recognized, often lead to “reversible error.” Although the
district judge acted within the appropriate bounds of discretion
in almost every instance, we conclude that his decision to refuse
Olin the opportunity to rebut and discredit Smith‘s corrosion
fatigue entrapment theory must be reversed.

Rodrignes; v. Okin Corp., 780 F.2d at 497

Solely on the basis of this ruling by the trial court, the 5* Circuit reversed the judgment and
remanded the matter for a new trial.

The present case was without question a “battle of the experts” and the battle should have
been allowed to proceed in a fair and evenhanded manner. Not permitting Dr. Gold to address the
jutor’s question placed Matthew at an unfair disadvantage and the Ttial Court’s ruling was exactly
the sort of “reversible error” to which the Rodrigues; court was referring.

The case of Pitasi v. Stratton Corp., 968 F.2d 1558 (2 Cit., 1992) was a personal injury action
by a skier against a ski resort in which the plaintiff alleged that the tesort was negligent in failing to
rope off the sides of a closed ttail on which he was injuted. Federal jurisdiction was based on
diversity of citizenship, with the state law of Vermont applying to substantive matters, including
Vermont’s modified comparative negligence scheme (which bars recovery by a plaintff whose

comparative fault is equal to or greater than that of the defendant).
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One of the issues in the trial was whether the resort had roped off the sides of the closed

slope in prior years. In response to the resort’s contention that it had not, the skier sought to

introduce on rebuttal the testimony of a former resort employee to establish that the trail had been

roped off when closed in priot yeats. The ttial court sustained the defendant’s objection and refused

to allow the testimony. In reversing the trial court, the 2* Circuit explained:

It is well-settled that a trial court’s determination concerning
the order of proof and the scope of rebuttal testimony will not
be disturbed absent an abuse of discretion. E.g., Geders v.
United States, 425 U.S. 80, 86, 47 L. Ed. 2d 592, 96 S. Ct. 1330
(1976). However, such discretion should be tempered greatly where
the probative value of proffered evidence is potentially high and
where such evidence, though admissible on the case in chief, was
unnecessary for the plaintiff to establish in its prima facie
case. Weiss v. Chrysler Motors Corp., 515 F.2d 449, 457-58 (2d

Cir,

1975) (holding that district court abused its discretion by

precluding rebuttal testimony); see also Benedict V. United
States, 822 F.2d 1426 (6th Cir. 1987) (same).

The testimony that the Pitasis sought *o elicit was not necessary
its prima facie case. Rather, it weould have served the
permissible rebuttal function of impeaching Stratton’s witnesses,
had testified during its case-in-chief that the side
entrances to this trail had never been closed. See, €.9., Federal
Aviation Administration v. Landy, 705 F.2d 624, 632 (2d cCir.)
(holding that testimony tending to impeach was proper rebuttal),
cert.

for

who

1974)
central to the issue of Stratton’s negligence in falling to rope
Off East Meadow's side entrance. Because this testimony was

highly

denied, 464 U.3. 895, 78 1I,. Ed. 2d 232, 104 5. ¢ct. 243
{1983);

United States v. Windham, 489 F.2d 1389, 1391 (5th Cir.
{same). This testimony plainly was not collateral but

relevant and material to impeach the credibility of

defendant’s employees, we hold that the district court erred in
- eXcluding it. See Weiss, 515 P.2d at 457-58. (footnotes
omitted) (emphasis added)

Pitasi v. Stratton Corp., 968 F.2d at 1561.

In this case, Matthew recognized the highly probative value of Dr. Gold’s proposed

testimony. Aftet all, what can be mote important than responding to a juror’s specific (and propet)

question?

As

the verdict demonstrated in this case, there was nothing more impottant.

Nevertheless, the Trial Court atbitrarily slammed the door on Dr. Gold and sent the jury to
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deliberate without the benefit of competent and highly relevant testimony from a well-qualified
expert.

The decision of the 2* Cireuit in Weiss » Chryster Motors Corp., 515 F.2d 449 (2™ Cir., 1975),
was the foundation for that court’s decision in Pitzd. In Weiss, plaintiff brought a product hability
action against Chrysler Motors after she suffered serious Injuties in a wreck. She asserted that 2
defective steering mechanism broke and caused her to veer off the road and strike a tree. In support
of this contention, the plaintiff presented the testimony of an expert who opined that a rod in the
steering mechanism ﬁacﬁxred before the wreck and caused the plaintiff to veer off the road and,
theteafter, that there was an additional rod ﬂacturel upon impact with the tree. Chrysler’s expetts
contended that both fractures were a result of the wreck. When the plaintiff sought to introduce
additional testimony from her expert on rebuttal to respond to the assertions of Chrysler’s experts,
the trial court excluded the testimony. The jury returned a verdict in favor of Chrysler and the
plaintiff appealed.

The Weiss Court held that the trial coutt abused its disctetion by disallowing expert rebuttal
testimony and reversed the judgment of the trial court. In doing so, the court focused on the fact
that the excluded testimony went to the central issuc in the case and “in this battle of experts might
have changed the verdict.> Weiss o, Clhrysker Motors Corp., 515 F.2d at 460-61.

Surely it is evident that Dr, Gold’s te;s,timony “might have changed the verdict” in this matter.
In fact, it seems clear that the jury’s decision was based on a determination that pancreatitis was the
cause of Matthew’s kidney failure. It should not have been allowed to feach this conclusion without
the benefit of Dr. Gold’s rebuttal testimony. This erroneous ruling alone is more than sufficient
basis to justify reversal, just as it was in Benedict, Bell, Rodrignes, Pitasi and Weiss.

As these cases illustrate, a fair opportunity to present rebuttal testimony is of such

importance to the notion of fairness in civil litigation that reviewing courts frequently reverse trial
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coutt judgments, in spite of the fact that the standard of review is abuse of discretion. This further

illustrates that respect for the unique role of a trial court must yield to the necessity of providing

litigants the even playing field that the rules require. In service to this principle, reviewing courts
have reversed judgments based in actions ranging from those under the Federal Tort Claims Act to

Title VII to product liability cases to simple negligence claims.

This Court should apply the sound reasoning of the foregoing authorities to the present case
and determine that the Trial Court abused its discretion. Further, the judgment of the Court of
Appeals should be affirmed.

IV. THE COURT OF APPEALS WAS RIGHT TO REJECT DR. FRASER’S
ARGUMENT THAT MATTHEW'S KIDNEY FAILURE WAS NOT A
“FORESEEABLE” RESULT OF THE ADMINISTRATION OF A DOUBLE-DOSE
OF A DRUG KNOWN TO CAUSE KIDNEY DAMAGE.

A. THE ABSENCE OF PREVIOUSLY REPORTED CASES OF
IRREVERSIBLE RENAL  FAILURE FROM A SINGLE
ADMINISTRATION OF KETOROLAC DOES NOT SUGGEST THAT
MATTHEW’S RENAL FAILURE WAS UNFORESEEABLE OR THAT IT
WAS CAUSED BY PANCREATITIS.

Dt. Fraser seeks to advance a very misleading argument when she contends that the absence
of previously reported cases of itreversible renal failure from a single administration of Ketorolac
proves that Matthew’s renal failute was a result of pancreatitis. Her argument is similarly misleading
with regard to whether irreversible renal failure was foreseeable at the time she ordered a double-
dose of the drug for Matthew when he was dehydrated and at risk for losing more fluid volume.

The gist of Dr. Fraser’s argurment is that because there were no known cases of irreversible
tenal failure from a single administration of Ketorolac, Matthew’s kidney failure was either caused by

‘sometbing else or was not a foreseeable risk. This argument is misleading because according to the

literature and the expert who testified at trial, thete is not enough reported data from which to draw

a conclusion.
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Matthew presented at trial the deposition of Dr. Andrew Osiak™, the Associate Director for
Global Pharmocovigilance for Baxter Pharmaceuticals, which manufactured the Ketorolac that
Matthew received on January 8, 2008.

Dr. Osiak testified by video deposition and responded to a series of questions about the
Food and Drug Administration’s Adverse Event Reporting System (heteinafter “AERS”), 2 program
for conducting post-matketing surveillance of risks and complications relating to the administration
of drugs. (Se¢ Depo of Dr. Osiak 13-20). He cotrectly described the AERS as 2 voluntary reporting
system that, by virtue of its non-mandatory reporting guidelines, gathers limited data. (See Depo of
Dz. Osiak 20:2-7). |

Importantly, Dr. Osiak expressed agreement with the medical literature, which concludes
that because the Volﬁntar:ily reported data is so limited, it does not provide a valid scientific basis

upon which to draw conclusions:

Q. Well, and as the commentators or the

medical journal article writers suggest, that

2

3

4 has the effect of producing a fairly limited
5 pool of data with regard to adverse évants, is
&

that fair?
7 A. VYes.
8 Q. And I've seen in more than one place —-
9 and please tell me if you think this is s fair
10 assertion -- that because of the limited nature

1t of the data, you really can't draw any

12 conclusions as a scientist as to how frequentiy
13 adverse events cccur?
14 A In general, I think that that's a fair

15 statement.

Depo of Dt. Owsizk 20:2-15.

A recent article published in the Archives of Internal Medicine™ cites the following statistic:

# See T'ral Testimony of Dr. Osiak, beginning May 4, 2011, 9:1 3:40/00:07:55,
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Estimates of what fraction of serious events were re-
ported to the AERS vary between 0.3% and 33%.+16 de-
pending on event, period, and drug. However, the re-

A January 2000 report to the United States Congress by the General Accounting Office
underscores the inadequacy of data regarding adverse drug events in its very title: ADVERSE
DRUG EVENTS: The Magnitude of Health Risk Is Uncertain Becanse of Limited Incidence Data® The
report states:

FDA’s cutrent postmarketing data collection systems for approved drugs are

intended to compensate for the limitations of information from clinical trials by

detecting the existence of previously unidentified ADFs. However, because FDA’s

Adverse Event Reporting System (AERS) relies on voluntary repotts from physicians,

pharmacists, patients, and others, it can uncover instances of problems but it cannot
determine their incidence.

(emphasis added)
“Incidence” is precisely what Dr. Fraser is attempting to atgue in her brief, essentially saying
that because there are no reported cases of Ketorolac cansing irreversible renal Jailure, pancreatitis is the only
explanation for what cansed Matthew’s renal Jailure. Howevet, as is abundantly clear from the medical
expetts who analyze such data, there is no scientifically competent or logically valid way to draw this
conclusion.
Further, this argument ignores completely the ]ikelihooa that most physicians heed the
Boxed Warnings against giving Ketorolac to dehydrated patients, especially giving double the
recommended dose.
Presumably, Dr. Fraser’s spurious arguments are calculated to divert the Court’s attention
from the Trial Court’s erroneous refusal to allow Dt. Gold to address on rebuttal the “dutation of

pancteatitis” question raised by the jury.

2\ S erions Adyer.re Drug Events Reported to the Food and Drug Administration, 1998-2005, ARCH INTERN MED/VOL 167
(NO. 16), SEP 10, 2007. Attached to Depo of Dt. Osiak as Exhibit 2, (Copy attached at Tab 7)
2 A copy of this document is attached to Depo of Dr. Osiak as Exhibit 4. (Copy attached at Tab 8)
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This Court should reverse the Judgment of the Trial Court and remand this case for a new

B. THE MANUFACTURER’S PACKAGE INSERT FOR KETOROLAC
INCLUDES WARNINGS THAT MAKE IRREVERSIBLE RENAL
FAILURE FROM A SINGLE ADMINISTRATION OF KETOROLAC
ENTIRELY FORESEEABLE. '

Baxter included in its package insert warnings about Ketorolac that render itreversible renal
failure entirely foreseeable. In order to understand the manufacturer’s warnings, it is important to

note the following about dehydration and renal blood flow:

* People who vomit without replacing lost fluid volume become volume depleted, 7e.
dehydrated.

* Dehydration impairs renal function and, most importantly, renal perfusion, Ze blood
flow to the kidneys. ‘

* The body has a substance used to overcome poor renal petfusion and it is called
“prostaglandin,” which promotes blood flow to the kidneys when a person is
dehydrated.

* Ketorolac blocks the action of prostaglandin so that it cannot help the body
compensate for compromised renal blood flow resulting from dehydration.

These sitmple medical principles were undisputed at trial,
The package insert for the Ketorolac provides strong warnings about possible kidney
damage:
Renal Effects

s Ketorolac tromethamine is CONTRAINDICATE_D in patients with advanced renaj
impairment and in patients at risk for renal failure due to volume depletion (see
WARNINGS). '

The package insert goes on to state in the CONTRAINDICATIONS section:
® Ketorolac tromethamine is CONTRAINDICATED in patients with advanced renal impairment

or in patients at risk for renal failure due to volume depletion (see WARNINGS for correction
of volume depletion). :
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These warnings mean DONT GIVE THIS DRUG TO VOLUME DEPLETED

PATIENTS. The manufacturer even explains why patients at risk for renal failure should not

receive Ketorolac before their volume depletion is corrected:

Ketorolac tromethamine should be used with caution in patients with impaired renal
function or a histor_y of kidney disease because it is a potent inhibitor of prostaglandin

supportive role in the maintenance of renal perfusion. in these patients adminisiration of ketorolac
tromethamine may cause g dose-dependent reduction in renal prostaglandin formation and may
precipitate acute renal failure. Patisnts at eatest risk of this reaciion are those with impaired

renal function, dehydration, heart faiiure, fiver dysfunction,_those taking diuretics and the elderiy,
Discontinuation of ketorolac tromethamine therapy isoliowed by recovery to the
pretreatment state,

(emphasis added)
Because Matthew vomited three times without significant fluid replenishment before
receiving Ketorolac, he was unquestionably dehydrated and, therefore, among those at greatest risk
for “renal toxicity,”
Even a casual reading of the language of the warning demonstrates the misleading nature of
Dr. Fraser’s argument: “[d]iscontinuation of . . . therapy is usually followed by recovety to the
pretreatment state.” “Usually,” by definition, does not mean “always.”

So, when properly read, the warning tells pradent physicians:

* Do not to give this drug to dehydrated patients.

* Giving this drug to dehydrated patients this drug poses a risk of causing tenal
toxicity.

* Discontinuation of the therapy does not necessarily result in a rerurn to the patient’s
preteeatment state, 4e. irteversible kidney damage is possible.

Ultimately, the jury’s verdict demonstrates that whether itreversible renal failure was
foreseeable had no bearing on the outcome of the case, since the jurors could not reach a conclusion

on the question of whether Dr. Fraser deviated from the standard of care. Rather, the verdict

29




éppea.rs to be based upon the jury’s acceptance of the pancreatitis argument and this conclusion
would very likely have been different if Dr. Gold had been permitted to address the juror question
on rebuttal and otherwise respond to Dr. Fraser’s evidence in chief.

For these reasons, the Court of Appeals properly rejected Dr. Fraser’s atguments on her

cross-appeal below and its decision should be affirmed.

C. SINCE THE MECHANISM OF INJURY THAT CAUSES REVERSIBLE

RENAL FAILURE IS THE SAME AS THAT WHICH CAUSES

IRREVERSIBLE RENAL FAILU » THE LATTER IS JUST AS
FORESEEABLE AS THE FORMER.,

As explained above, Dr. Johnson agreed that the mechanism of injury for teversible ischemic

kidney injury and irreversible ischemic kidney injuty is the same. It is really just a matter of degtee,

which leads to this question: if the mechanism of mnjuty for reversible and itreversible forms of

kidney injury is the same, how can one possibly argue that jtreversible tenal failure is not a

foreseeable result of receiving a double dose of a Ketorolac?

The simple answet to this question is that one cannot logically make this argument.

Therefore, Dr. Fraser’s argument that Matthew’s irreversible renal failure was not foreseeable is in
direct conflict with the warning contained in the manufacturer’s package insert as well as some of

her own expert’s testimony.

D. THE CONCEPT OF FORESEEABILITY DOES NOT REQUIRE THAT A
DEFENDANT KNOW THE PRECISE MANNER IN WHICH INJURY
CAN OCCUR.

Dr. Fraser seems to be arguing that because she could not foresce the ptecise manner in
which her treatment decision would harm Matthew, she cannot be held legally tesponsible. Even if

one ignores the obvious conflict between her assertion and the manufacturer’s clear warnings, the
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legal conclusion is the same: Dr. Fraser is not entitled to escape responsibility based upon a

supposed lack of foreseeability.

A recent decision handed down by United States District Coutt for the Southern District of
New Yotk provides a useful_ analysis of the issue of foreseeability. The plaintiffs in that action
contended that 2 drug manufactuter was liable for place a drug for osteoporosis on the market that
caused some patients to develop severe deterioraton of the jawbone. In rejecting the
manufacturer’s argument that it should not held liable because such a complication was

unforeseeable, the court offered the following analysis:

Merck contends that it is entitled to judgment as & matter of law
because there was no scientific evidence during the time
Plaintiff used Fosamax from which it could have foreseen the risk
of ONJ.

With regard to Plaintiff's negligence claim, the foreseeability
of ONJ bears cn the issue of proximate causation. For Merck's
failure to design a safe proeduct to be a proximate cause of
Plaintiff's injury, she must show that “prudent human foresight
would lead ome to expect that similar harm is likely to be
substantially caused by the specific act or omission in question,”
McCain v. Fla. Power Corp., 593 8Sc.2d 500, 503 (F1a.1992);
Stazenski V. Tennant Co., 617 S¢,2d 344, 346
(Fla.Dist.Ct.App.1993) (“In determining whether the action of the
defendant is a proximate cause Or the injury, the test is to what
extent the defendant's conduct foreseeably and substantially
caused the specific injury that actually occurred.”). That burden
is rather light in that Plaintiff need not show that the precise
manner in which the injury occurred or the extent te which the
injury was foreseeable. See Stazenski, 617 So.2d at 347. “[A]1ll
that is necessary in order for liability to arise is that the
tortfeasor be able to foresee that some injury will likely result
in some manner as a consequence of his negligent acts.” Crislip v.
Holland, 401 So.2d 1115, 1117 (Fla.Dist.Ct.App.1981). The
proximate cause inquiry typically is an issue of fact for the
jury, one that can be decided as a matter of law only “where
evidence supports no more than a single reasonable inference,”
McCain, 593 So.2d at 504; Palma v. BP Prods. N. Am., Inc., 594
F,.Supp.2d 1306, 1310-11 (8§.D.Fla.2009); see also Lindsey v. Bell
South Telecomms., Inc., 943 So.2d 963, 966 (Fla.Dist.Ct.App.2006)
(“The circumstances under which a court may resolve proximate
cause as a matter of law are extremely limited.”).

In re Fosamax Prods. Liab. Litig, T42 F. Supp. 2d 460, 473 (S.D.N.Y. 201 0)
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Kentucky law is substantially identical to the cases cited by the Fosamasx coutt as illustrated

by the Kentucky Supreme Court’s opinion in the case of Iraacs ». Smith, Ky., 5 $.W.3d 500 (1999):

the guestion of liability for negiigence, it is not required that
the particular, precise form of injury be foreseeable—it is
sufficient if the probability of injury of some kind to persons
within the natural range of effect of the alleged negligent act
could be foreseen.

Miller v. Mills, Ky., 257 s.w.2d 520, 522 (1953) (citing *503
Morton's Adm'r v. Rentucky-Tennessee 1. & pP. Co., Ky., 282 Ky.
174, 138 s5.W.2d 345 (1824C); Dixon v. Ry. Utilities Co., Ky., 295
Ky. 32, 174 3.w.2qd 19 (1943)).

Isaacs at 502-03.

The case of Lee . Farmer’s Rural Eloctric Co-Op Corp., Ky. App., 245 SW.3d 209 (2007),
cutiously cited by Dr. Fraser in her brief, further supports Matthew’s atgument. In L, the estate of

a pilot sued 2 power‘ company for failing to mark its electrical power lines, which the pilot strack

while flying. The Trial Coutt granted summary judgment on the grounds that the incident was not

* foreseeable. The Court of Appeals reversed, explaining the concept of foreseeability as follows:

Foreseeability inquiries are often complicated by the tendency to confuse foreseeability
and proximate cause. Whether a harm was foreseeable in the context of determining duty
depends on the general foreseeability of such harm, not whether the specific mecha-
nism of the harm could be foreseen. See, e.g., Bolus v. Martin {. Adams & Son 438 SW.2d
79, 81 (Ky. 1969) ("It is not nhecessary, to impose liability for negligence, that the defen-
dant should have been able to anticipate the precise injury sustained, or to foresee the par-
ticular consequences or injury that resulted. It is enough that injury of some kind to

some person could have been foreseen.”); Eaton v. Louisville & N.AR. Co., 259 8.W.2d
29 (Ky. 1953) (precise form of [*21 3] injury need not be foreseen). In determining whether
an injury was foreseeable, we look to whether a reasonable person in a defendant’s po-
sition would recognize undue risk to another, not whether a reasonable person recog-

nized the specific risk to the injured party. in Pathways, inc. v. Hammons, supra, [**8] our

Supreme Court held:
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Foreseeable risks are determined in part on what the defendant knew at the
time of the alleged negligence. “The actor is required to recognize that his con-
duct involves a risk of causing an invasion of another’s interest if a reason-
able man would do so while exercising such attention, perception of the circum-
stances, memory, knowledge of other pertinent matters, intelligence, and
judgment as a reasonable man would have.” Restatement (Second) of Torts §

289(a) (emphasis added); see also Mitchell v. Hadl, Ky.. 816 S.W.2d 183. 186
(1991). (Holding that liability for negligence is based on what the defendant

was aware of at the time of the alleged negligent act and not on what the defen-
dant should have known in hindsight.) The term “knowledge of pertinent mat- .
ters” is explained by Restatement (Second) of Torts § 290, which states:

For the purpose of determining whether the actor should recognize
that his conduct involves a risk, he is required to know (a) the qualities
and habits of human beings and animais and the qualities, character-
istics, and capacities of things and forces in so far as they are matters of
common knowledge at the time and in the community; and [**9] (b}
the common law, legisiative enactments, and general customs in so far
as they are likely to affect the conduct of the other or third persons.

Pathways, supra, at 90.

Lee v. Farmer’s Rural Electric Co-Op Corp., at 212-13.

The Lee court makes the precise point that Matthew has atgued ever since this issue was

raised by Dr. Fraser’s motion for summary judgment: “foreseeability” does not mean the ability to

know in advance the precise injury that may be sustained. The difference between reversible and

irreversible renal failure caused by the same mechanism of injuty is merely 2 matter of degree. This

is well within the scope of foresceability as contemplated by Lee and the other authorities cited by
Matthew.

Thus, Dr. Fraser’s hair-splitting foreseeability arguments must faJl in light of the teasoning of

the Fosamax, Isaacs and Lee courts. She was not entitled to summaty judgment at the trial stage nor

did the Court of Appeals etr in rejecting her arguments.
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CONCLUSION

Medical negligence cases are difficult for patients who have been harmed as a result of
substandard medical cate. One of the greatest challenges is to communicate technical medical
concepts in a way that is understandable to juties. Since the plaintiff has the burden of persuasion, it
is critical that he strike that important balance between providing too much and too little
information. When the jury poses a question that provides a window into its thought process, it is
essential that the parties pay attention and seek to respond.

Under the circumstances of this case, the jury made known through its duration-of-
pancreatitis question that it was struggling to understand the medical causation issue. Recognizing
this, Matthew attempted to provide additional, helpful testimony from one of his key causation
experts—one that happened to I;e the only gastroenterologist who testified in the whole case.
Refusing him this opportunity was a clear abuse of discretion that placed Matthew at a profoundly
unfair disadvantage.

Accordingly, this Court should affirm the decision of the Court of Appeals and temand this
case to the Warren Circuit Court for a new trial.

Respectfully submitted,

By:

Brian Schuette
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