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In the Circuit Court for Baltimore City, Rebecca MarieWaldt and her husband, Roy
Waldt, sued Gregg Zoarski, M.D., and the University of Maryland Medical System (*UMMS’)
for medical malpractice. Using adevice called the “Neuroform Miaodelivery Stent System”
(“neuroform stent”), Dr. Zoarski, the Chief of Interventional Radiology at UMMS, had
performed a procedure to treat an aneurysm in ablood vessel in Mrs. Waldt’ s brain. During the
procedure, an artery was perforaed, which caused bleeding into the brain and a stroke. The
stroke left Mrs. Waldt with significant physical and mental deficits.

In their complaint, the Waldts alleged two types of negigence: 1) ordinary medical
negligence, i.e., failure by Dr. Zoarski to adhere to the standard of care in the actual performance
of the procedure; and 2) informed consent negligence, i.e., failure by Dr. Zoarski to obtain the
patient’ s informed consent to the procedure. The Waldts' sole claim against UMM S was for
vicarious liability for the alleged malpractice of Dr. Zoarski.

The case went to trial beginning on November 30, 2006. Ultimately, at the dose of the
Waldts' case, on December 21, 2006, the court granted judgment in favor of UMMS and Dr.
Zoarski on both counts,

The Waldts noted this appeal, raising seven guestions for review, which we have
reordered, consolidated, and reworded:

l. Did the trial court err in ruling that Gerard Debrun, M.D., the Waldts

expert witness, could not testify on the issue of whether Dr. Zoarski
breached the standard of careintreating Mrs. Wddt?

I. Did thetrial court err in ruling that Dr. Debrun could not testify as an

expert witness on themedical issues tha were part of theWaldts

informed consent claim?

[l. Did thetrial court err by granting judgment in favor of UMMS and Dr.
Zoarski at the end of the Waldts' informed consent case?



IV.  Didthetria court err by ruling inadmissible certain documentary
evidence?

For the following reasons, we answer “Yes’ to the first question and “No” to the second
and third questions. Our disposition makes it unnecessary to address the fourth question.
Accordingly, we shall affirm the judgment in favor of the appellees on the informed consent
claim, reverse the judgment in favor of the appellees on the ordinary negligence claim, and
remand the caseto the circuit court for further proceedings on that claim.

FACTS AND PROCEEDINGS

In August 2002, Mrs. Waldt, then 52, went to seeher primary care phydcian, Amy Jones,
M.D., because for four months she had been experiencing headaches that were not improvingwith
medication. Dr. Jones ordered an MRI of Mrs. Waldt's head, which revealed an unruptured
intracrania “right paraopthalmic brain aneurysm.” An aneurysm is aweak spot on a blood vessel
that produces abubble-like bulge, which can rupture. In Mrs. Waldt’s case, the bubble had not yet
burst. Mrs. Waldt had some knowledgeof brain aneurysms because both her mother and aunt had
died of them.

Dr. Jonesreferred Mrs. Waldt to Dennis Winters, M.D., alocal neurosurgeon. Dr. Winters
reviewed the MRI and arranged for a cerebral angiogram, a procedure that uses dye to mark the
blood vesselsin the brain so they can be seen and evaluated. The ang ogram confirmed the presence
of the aneurysm in Mrs. Waldt’s middle cerebral artery (“MCA”), nea its junction with the
opthamicartery. Theareaisdeep insidethebrain, atits base, on theright side, near the optic nerve
and behind the eyes. The angiogram showed the aneurysm to be 8 millimetersin size with awide

“neck,” that is, the point on the artery at whichthe bubble protrudes.



Due to the size and location of the aneurysm, Dr. Winters referred Mrs. Waldt to Francois
Aldrich, M.D., a neurosurgeon at UMMS. Dr. Aldrich specializes in repairing damaged blood
vesselsin the bran by “open brain surgery,” i.e., surgery that involves the temporary removal of a
section of the skull (a “craniotomy”) to gain access to the damaged vessel in the brain. The
aneurysmisrepaired by the surgical placement of titanium “clips’ across the weakened area of the
vessdl, closing it off. The procedureis called surgical “clipping.”

On October 18, 2002, the Waldts met with Dr. Aldrich, at UMMS. Hereviewed the various
test results with them and discussed three treatment avenues. Thefirst wasto do nothing except to
monitor the status of the aneurysm. The second was to perform open brain surgery with surgical
clipping. Thelast avenue, which isthe one that was taken, was anon-surgical procedure known as
endovascular coiling (“coiling”).

Cailing procedures are performed by interventional radiologists. The radiologist inserts a
catheter in alarge blood vessel inthe patient’ sgroin, into which hethreadsa“ stent” and aguidewire
through other blood vessels until they reach the aneurysm site. The stent is a hollow tube made of
metal mesh, that servesasascaffold. Usingtheguidewire, theradiologist movesthe stent into place
against the neck of theaneurysm. Thenanother catheter, containing tiny metal coilsof varioussizes,
in the shape of pigtails, isinserted and deposited in the stented area. Again using the guide wire,
the radiologist movesthe metal coils, one by one, from inside the stent to inside the aneurysm sac.
In doing so, he or she guides each coil through one of the mesh openings in the stent, into the sac.
When the coilsarein placein the sac, the catheter and guide wire arewithdrawn. The stent remains,
propping the artery open and covering the coil-filled sac. Blood coagulates around the coils, walling

off the sac and thereby repairing the aneurysm.



On the same day astheir consultation with Dr. Aldrich, the Waldts met with Dr. Zoarski, at
Dr. Aldrich’s suggestion. Dr. Zoarski agreed with Dr. Aldrich about the three treatment options.
Heand Dr. Aldrich strongly recommended against the “ do nothing except monitor” approach, given
Mrs. Waldt’s family history. It is undisputed that the do nothing approach was not acoeptable for
Mrs. Waldt’ s condition.

During their October 18 meeting, Dr. Zoarski spent an hour discussing the coiling procedure
with the Waldts. He explained how it is done and told the Wa dts that, ordi narily, the stent that is
used in the procedure is a cardiac stent, that is, one that is used in the blood vessels of the heart in
heart surgery. He told the Waldts that a new stent, more supple than a cardiac stent, was in the
process of being devel oped but was not yet available for usein the United States.

Asaconseguence of the meeting with Dr. Zoarski onOctober 18, Mrs. Waldt was scheduled
to undergo the coiling procedure, with a cardiac stent, on November 20, 2002. Before that date, Dr.
Zoarski learned that thenew neuroform stent had become avail ablefor useinthiscountry. Hecalled
the Waldts and informed them of that development. On November 13, 2002, when the Wal dtscame
to UMMS for the pre-procedure preparation for the cardiac stent coiling procedure, they and Dr.
Zoarski again met. Dr. Zoarski toldthe Waldts that although the neuroform stent was available for
use, hewould haveto receivetraining from Boston Scientific, the manufacturer, before he could use
it. Thus, if the Waldts wanted the coiling procedure to be peformed using the neuroform stert,
instead of the cardiac stent, the procedure datewould have to be postponed. The Waldtsdecided in
favor of that approach, and the procedure date was moved to December 19, 2002.

Dr. Zoarski in fact received training in the use of the neuroform stent at aBoston Scientific

training session in Chicago on December 10, 2002.



The neuroform stent coiling procedure is essentialy the same as the cardiac stent coiling
procedure, except that the stert that is used is made of more flexible and less rigid metal mesh. Dr.
Zoarski performed the neuroform stent coiling procedure on Mrs. Waldt as rescheduled, on
December 19, 2002. Heinserted a catheter into alarge artery in Mrs. Waldt’ s groin and moved it
through the other arteriesinto the artery in her brain in which the aneurysm was located. (Just asin
the cardiac stent ooiling, contrast material insidethe catheter allowed Dr. Zoarski to use radiol ogical
studies to visualize inside the blood vessels and brain.)

Dr. Zoarski threaded the guide wire and the neurof orm stent through the catheter; placed the
neuroform stent in the artery in which the aneurysm waslocated; and fixed it in place so asto cover
the neck of the aneurysm. When the neuroform stent was in place, he removed the guidewire and
catheter. Hethen inserted a micro-catheter, containing the tiny metal coils, and threaded it and the
guide wire through the arteries, to the location of the neuroform stent, next to the aneurysm. He
began using the guidewire to move the coils, one by one, frominside the neuroform stent, through
its wire mesh openings, into the aneurysm sac. He successfully moved two coils from inside the
neuroform stent to inside the aneurysm sac.

The procedure went as planned until Dr. Zoarski was in the process of moving the third
pigtail-shaped coil from inside the neuroform stent to inside the aneurysm sac. As he moved the
third coil through the wire mesh, it became ensnared. For over two hours, Dr. Zoarski maneuvered
the guide wire back and forth in an effort to free the tangled coil from the mesh. Ultimately, the coil
broke. During that maneuvering period, the MCA was perforated, and blood and dye extravasated
into the brain. Dr. Zoarski called for the assistance of a neurosurgeon. Dr. Aldrich responded,

performed a craniotomy, and brought thebleeding under control. The bleeding inside the brain had



caused astroke, however; and ultimately, and allegedly, the stroke caused injuriesto Mrs. Waldt in
the form of loss of use of her left hand, impaired cognition, loss of vision, confinement to a
wheelchair, and severe depression.

Throughout the ensuing litigation, the Waldts' theory of the case was that the MCA was
perforated at alocation far beyond the site of the aneurysm, and the perforation was caused by Dr.
Zoarski’ s repeatedly moving the guide wire back and forth (“fishing”) through the catheter in an
effort to unsnare the tangled coil. The Waldts' theory of the case wasnot that the neuroform stent
failed, or was defective, or wasitself the reason for the perforation. Dr. Zoarski’ stheory of defense
was that the artery did not perforate at a site away from the aneurysm; rather, it perforated near the
aneurysm, which isa known and usual risk of any coiling procedure. Alternatively, if the artery did
perforate distant from the aneurysm site, it did not perforate due to abreach of the standard of care
by him or by any other health care provider involved in Mrs. Waldt’ s treatment.

We shall include additional facts as pertinent to our discussion of the issues

DISCUSSION
L.

Ordinary Medical Negligence Claim

In Maryland, the proceduresin medical malpractice litigation are established by the Health
ClaimsArbitration Act, codified at Md. Code (1976, 2006 Repl. Val., 2007 Supp.), section 3-2A-01
et seq. of the Courts and Judicial Proceedings Article (“CJ’) (“the Act”). TheAct requiresthat al
mal practice claims against health care providers in which damages in excess of the jurisdictional

limit of the District Court are sought beinitiated by filing astatement of claim inthe HealthClaims



Alternative Dispute Resolution Office (“HCADRO"”), formerly called theHealth Claims Arbitration
Office. See CJ 8 3-2A-02(a); McCready Memorial Hosp. v. Hauser, 330 Md. 497, 512 (1993).

The Waldts filed their statement of claim in the HCADRO on August 1, 2005. It named
UMMS as the sole health careprovider. Pursuant to CJ section 3-2A-04(b)(1)(i), they also filed a
certificate of qualified expert, signed by James Gerard Debrun, M.D., an interventiona
neuroradiologist. Inthecertificate, Dr. Debrunattested among other thingsthat UMMS, through the
actions and omissions of Dr. Zoarski, breached the standard of care in performing the coiling
procedure on Mrs. Waldt, proximately causing her to suffer a stroke and consequent injuries.

On August 3, the Waldts unilaterally waived arbitration, as permitted by CJ section 3-2A-
06B. Thereafter, on September 27, 2005, in the Circuit Court for Baltimore City, they filed their
complaint. It too identified UMMS as the sole defendant. Three weeks before trial, the Waldts
amended their complaint to name Dr. Zoarski as a defendant as well.

In count 1, the Waldts dleged that Dr. Zoarski (and in turn UMMYS) faled to exercise
reasonable care in their care and treatment of Mrs. Waldt. The gravamen of this ordinary medical
negligence claim (in contrast to their informed consent negligence claim) was that Dr. Zoarski
breached the standard of care in the way he performed the coiling procedure, thereby peforating
Mrs. Waldt’'s MCA at a point distant from the site of the aneurysm and causing her injuries.
Specifically, the Waldts alleged that Dr. Zoarski “negligently used extensive manipulation and
excessive forceto retrieve the stuck coil, causing a severe perforation of the artery resulting in a
massive bleed in Mrs. Waldt’s brain.”

In the course of discovery, the Waldts identified Dr. Debrun as their expert witness. Dr.

Debrun was educated in France and practiced interventional neuroradiology for 45 years before



retiringinJuly of 2001. Hehashdd many positionsinthat field, including: Chief of N euroradiol ogy
at the University Hospital of Paris, Director of Neuroradiology at the University of London in
Canada, Chairman of the Department of Radiology at Massachusetts General Hospital, Visiting
Professor at Harvard Medical School, and Director of Interventional Neuroradiology at The Johns
HopkinsHospital inBaltimore. Dr. Debrun haslectured extensively and written hundredsof articles
on the subject of neuroradiology. He hasin the past performed over 30 coiling procedures to treat
wide-neck aneurysms. Between 10 and 15 of those aneurysmswere similar in sizeto Mrs. Waldt’s
aneurysm. Because Dr. Debrun’ sretirement preceded the market rel ease of the neuroform stent, he
never performed a coiling procedure using tha stent.

Dr. Debrun read Mrs. Waldt's medical records, including Dr. Zoarski’ s notes about the
coiling procedure; reviewed theangiogramstaken at variousinterval sduring the procedure; and read
literature about the neuroform stent system, published by its manufacturer, Boston Scientific. Ina
discovery deposition, Dr. Debrun opined that Dr. Zoarski breached the standard of care when he
performed the coiling procedureby, inter alia, using the guide wireto “fish” for thestuck third cail,
and in doing so perforating the MCA at a site away from the aneurysm. He explained tha the
perforation was caused by Dr. Zoarski’ s manipulation of the guide wire, and not by the stent itself,
because(1) an angiogram taken during the procedure showsthe stent and the coil sperfectly deployed
and in place, (2) the location of the bleed (as shown in an angiogram) was too distant from the
aneurysmto have been caused by the stent, and (3) Dr. Zoarski’ s own notes, made at the time of the
event, reflect his belief that the perforation occurred away from the site of aneurysm.

A.

Did the Trial Court Err By Excluding Dr. Debrun’s Standard of Care




Testimony from Trial for Noncompliance with the “20 Percent Rule” ?

Under CJsection 3-2A-04(b), inamedica mal practice action other than one based solely on
informed consent, each paty must file a certificate of qualified expert (sometimesreferred to asa
certificate of merit). That subsection sets forth the proper and necessary elements for a valid
certificate. In an ordinary medical negigence claim, the claimant/plaintiff’ s certifying expert must
“attest[] to departure from sandards of care, and that the departure from standards of careis the
proximate cause of the alleged injury.” CJ 8§ 3-2A-04(b)(1)(i)1!

For acertificate of qualified expert to pass muster under the Act, the certifying expert “may
not devote annually more than 20 percent of the expert’s professional activities to activities that
directly involvetestimony in personal injury claims.” CJ§ 3-2A-04(b)(4). This"20 Percent Rule,”
asitiscommonly called, hasbeen arequirement for avalid certificate of qualified expert ever since
the certificates first became required, in 1986. 1986 Md. Laws Chap. 640 § 1.

More recently, effective January 11, 2005, the same 20 Percent Rule has been made a
prerequisite for expert witness testimony offered in a medical malpractice hearing or trial. In a
December 2004 Special Session of the General Assembly, a bill was enacted that amended CJ
section 3-2A-04(b)(4) to provide:

Unless the sole issue in the claim is lack of informed consent . . . : A health care

provider who attestsin acertificate of aqualified expert or who testifies in relation

to a proceeding before the arbitration panel or a court concerning compliance
with or departure from standards of care may not devote annually morethan 20

'Under the Act, when a case is pending in the HCADRO, the party filing aclaim is
called the “claimant” and the party against whom the claimisfiled is called the “health care
provider.” CJ 8 3-2A-01. In the circuit court, the ordinary plaintiff and defendant
nomenclature is used. For ease of discussion, when we refer to party statusin thiscase, we
shall use “plaintiff” and “defendant.”



percent of the expert’s professional activities to activities that directly involve
testimony in pasonal injury claims.

(Emphasisadded.) 2005 Md. Laws Spec. Sess. Chap. 5, 8 1. During the same Special Session, the
General Assembly enacted what is now CJ section 3-2A-02(c)(2):

(C)Establishing liability of health care provider; qualifications of persons testifying.

* % * % %

(2) (i) This paragraph appliesto aclaim or action filed on or after January 1, 2005.
(i) 1. In addition to any other qualifications, a health care provider who attests in
a certificate of qualified expert or testifies in relation to a proceeding before a panel
or court concerning a defendant’s compliance with or departure from standards of
care:

A. Shall have had clinical experience, provided consultation relating to clinical
practice, or taught medicine in the defendant’s specialty or a related field of health
care, or in the field of health care in which the defendant provided care or treatment
to the plaintiff, within 5 years of the date of the alleged act or omission giving rise
to the cause of action . . . .

2005 Md. Laws Spec. Sess. Chap. 5, § 1 (emphasis added)

2A s noted above, the Waldts claim in the HCA DRO and their action in the circuit
court both were filed after January 1, 2005.

*The amendment goes on to provide, in addition:

B. Exceptas provided in item 2 of this subparagraph, if the defendant isboard
certified in a specialty, shall be board certified in the same or a related
specialty as the defendant.

2. Item (ii)1B of this subparagraph does not apply if: A. The defendant was
providing care or treatment to the plaintiff unrelated to the areain which the
defendant is board certified; or B. The health care provider taught medicinein
the defendant’ s gpecialty or arelated field of health care.

In the case at bar, both Drs. Zoarski and Debrun are board certified in radiol ogy.
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In the caseat bar, Dr. Debrun attested in hiscertificate of qualified expert that he doesnot
devoteannually more than 20 percent of his professional activitiesto activitiesthat directly involve
testimony in personal injury claims. However, on December 1, 2006, thefirst day of tria testimony,
Dr. Zoarski and UMM S moved to preclude Dr. Debrun from testifying on the ground that he does
devote annually more than 20 percent of his professional activitiesto activitiesthat directly involve
testimony in personal injury claims. The Waldts gpposed the motion. Qutside of the presence of
the jury, Dr. Debrun was examined by counsd, and by the court, about facts rdevant to the 20
Percent Rule.

Dr. Debruntestified that heretired in July of 2001, and hasnot directly participatedin patient
caresincethen. He earnson average $30,000 per year from serving as an expert witnessin medical
malpractice cases. In mog such cases, he is an expert witness for the plaintiff. Ordinarily, he
participates as an expert witnessin three or four medical malpractice casesayear. He estimatesthat
he spends less than 50 hours per year in that endeavor. He participates in a given medical
mal practice case by reviewing it and having his deposition taken. He rarely testifies in court (or
before apanel) because most of the cases settle beforetrial. Inthe caseat bar, Dr. Debrun had been
paid $23,028. Dr. Debrun’s only significant source of income other than the money he earns as an
expert witnessis his pension.

Dr. Debrun further testified that, in 2004 and 2005, he devoted an average of 559 hours per
year to “ professional activities’ unrelated to his service as an expert witnessinmedical malpractice
cases. These adivitiesfall into five categories:

. Performing peer review of submitted articlesfor Surgical Neurology, amedical journal: 192
hours per year (16 hours per month);

11



. Reading the Internationd Journal for Interventional Neuroradiology and Neurological
Surgery Journal: 240 hours per year (20 hours per month);

. Observing colleaguesperforming variousprocedures: 96 hoursper year (8 hoursper month);

. Discussing ongoing patient medical caseswith physicians: 16 hoursper year (1.33 hours per
month);

. Attending international conferences in the field of interventional radiology: 15 hours per

year (approximately 1.33 hour per month).*

When pressed on cross-examination about the nature of these activitiesand how they relate,
if at all, to his expert witness activities, Dr. Debrun tedified as follows:

Q. What isthe last conference you attended, Doctor?

A. Threeyears ago.

Q Three years ago. What wasit for?

A. Itwasfour or five years go.

Q. What wasit on, what was it about? What was the subject of the conference?

A. Whether there is any — it was an international medting about everything in
interventi onal neuroradi ology.

Q. So by interventional —
A. Interventional treatment within one week.

Q. Okay. Andtheinformation tha you obtained from that conference will you be
using that herein court to base any of your opinions on?

A. Yes, | could.

*Dr. Debrun actually estimated that he was spending between 10 and 15 hours a year
on this endeavor, but we have used the 15 hour figure because when combined with the
othersit totals 559.

12



Q. Weéll, what else would you base your opinions on?

A. When | see wha my colleagues are doing, | listen to their improvement in the
technigue and their —1 keep that for me and when | testify inacase, | remember what
| heard and what is done today so | think | can see what they are doi ng.

Q. Now, Dr. Debrun, when you read articles on neurorediology, you may use that
information you get to testify in court; is that comrect?

A. Yes.

Q. And when you do peer review journals, some of the information in that peer
review journal that you arereviewing you may useto testify in court; isthat correct?

A. Yes.

Shortly thereafter, Dr. Debrun stated that he spent 30% of his time working on medical
mal practice cases; he quickly corrected himself to say, “lessthan 20 percent.” Onre-direct, counsel
for the Waldts attempted to clarify these answers:

Q. Why doyou[Dr. Debrun] do these[activitieslike reading journals and observing
procedures]?

A. Becausel am interested to know what peopl e are doi ng today.

Q. Are there times when, by coincidence, something that you read about or hear

about or learn about with respect to your professional activities, thefive things that

we went through, are there sometimes when coincidentally something relates to a

case that you may work on at some point?

A. Of course.

After histestimony on this point was completed, Dr. Debrun stepped outside the courtroom
and counsel for the parties presented argument asto whether the doctor properly could testify under

the 20 Percent Rule, i.e., whether, at that time, Dr. Debrun was “devot[ing] annually more than 20

percent of [his] professiond activitiesto activitiesthat directly involvetestimony in personal injury
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claims.” Thereafter, thetrial judge, commenting that she had read and considered Witte v. Azarian,
369 Md. 518 (2002), granted the motion to exclude, ruling as follows:

[T]he witness has indicated and hastestified that he isretired. He has not seen any
patients since July 2001 That he spends mog of histimereading journals, writing
journals, peer review, observing other colleagues performing other procedures and
going to conferences and meetings.

Heis also indicating that the one meeting per year that he goes to does not
have to do with his practice of medicine or with any patients. The journals that he
reads do not have to do with his patients, however they do have to do with his
previous practice of medicine.

He has also indicated that approximately he earns about $30,000 per year
from testifying in court albet he has already earned, well, inthis case alone, which
hedid not includeinthat $30,000, $23,028. He hasalso indicated he hasread at | east
onejournal or article in preparation for this case.

He does not keep a calendar nor an electronic device with regards to his
appointments or where he has to be or what he has to do.

He says he knows where he has to be and he writes it down on a piece of
paper, and heis aware of where he is supposed to be at the timeheis supposed to be
there.

At these seminars or conferences, he has not presented any paperssince— he
said sinceretiring . . . .

He has gone to these conferences on the interventional neuroradiol ogical
conferences.. .. But he doesn’t use any of the information that he receives at these
conference for testifying in court on behalf of plaintiffs. He doesn’t use any of the
information that he receives from reading the journals.

Hedoesn't useany of theinformation or knowledge that hereceivesfrom his
colleaguesin Pariswhen hetalksto them or triesto keep up on what isgoing on. He
just doesit just to be informed on what isgoing on in hisfield.

The Court findsthat to be absolutely amazing. And oneof the questionsthat

was asked of thewitness, theCourt can’t recdl at thismoment the exact question, but
the witness' response was, quote, when | was working or after | retired.

14



Thewitness has no license to practice medicinein the United States. Thisis

neither here nor there but he only has his license he says in Paris so he can write

prescriptions for his family members.

He has no patients, he has no privileges. He is not paid for any medical
treatment he provides. Heisnot paid for any opinions that he gets from colleagues

or gives to colleagues about what they do.

At thistime, the Court finds that the expert devotes more than 20 percent of
his professiona activities to the [sic] involving testimony or testifying in personal
injury cases.

Accordingly, the court prohibited Dr. Debrun from giving standard of care tesimony at trid.

On appeal, the Waldts challenge the trial court’ sexclusion of Dr. Debrun’ s standard of care
testimony under the 20 Percent Rule. They argue that the courtincorrectly interpreted the meaning
of “professional activities,” as used in CJ section 3-2A-04(b)(4). Specificaly, it declined to count
as “professional” the five non-litigation (as explained infra in Witte) activities that Dr. Debrun
engagesin (peer revi ew commenti ng, reading medicd journal's, observing procedures performed by
other physicians, consulting with colleagues, and attending conferences), upon an improper finding
that they were not “professional” activities because the doctor was no longer practicing medicineor
seeing patientsin any capacity. Inthetrial judge swords, those activities* do[] not haveto do with
[Dr. Debrun’s] practice of medicine or with any patients.”

Dr. Zoarski and UMMS counter that the court’s interpretation of the phrase “ professional
activities” as used in CJ section 3-2A-04(b)(4) was legaly correct and in accordance with the
analysisof the Court of Appealsin Witte v. Azarian, supra. They arguethat the activitiesDr. Debrun

testified about “were not professional activities asthey were not related to his practice of medicine

or treatment of patients.” They further complain that the activitieshe described in histestimony had
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a “‘clear and direct relationship to the testimony to be given by the doctor [in personal injury
cases]'” (Quoting Witte, supra, 369 Md. at 536.)

The primary question before the Court in Witte v. Azarian was what kind of activities
“directly involve testimony in personal injury claims,” within the meaning of CJ section 3-2A-
04(b)(4), so asto congtitutethe numerator inthe 20 Percent Rule. (The eventsinthat casetook place
before the December 2004 Special Session, and therefore at atime when the 20 Percent Rule was
relevant only to an expert’s qualification to sign a certificate of merit, and not to his or her
gualificationtotestify at atrial or hearing.) Mr. Azarian sued Dr. Witte, alleging that the doctor had
committed mal practice when operating on hisbrokenankle. The Azariansfiled acertificate of merit
signed by Dr. Lawrence Honick, an orthopedist, in which he attested, inter alia, that *lessthan 20%
of his professional adivities were devoted annually to activities that drectly involved testimonyin
personal injury claims.” Witte, supra, 369 Md. at 521.

Dr. Honick had at onetime performed surgery but had gven up doing so. Hestill maintained
afull-time office-based practice. Most of histimewasdevoted to performing medical examinations
of plaintiffs in worker’s compensation and personal injury tort cases, at the requests of lawyers.
About 60% of his patients came from referrals from lawyers, and about 90% of his patients had
“somesort of litigationinvolved in addition to their medical claims.” Id. at 522 (quotation omitted).
About half of the referred patients were seen by him for an evaluation, but not for treatment. Most
of his patients' litigation did not result in trials, and therefore in any trial testimony on his part.
During his 30 year career, he had attended beween 300 and 400 depositions.

Attrial, defense counsel moved to strike Dr. Honick’ scertificate of merit on the ground that

the evidence about his practice did nat support hisattestation that he did not devote more than 20%
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of hisprofessional activitiesto activitiesdirectlyinvolving testimony in personal injury claims. The
trial court granted the motion, upon afinding that the 20 Percent Rule in CJ section 3-2A-04(b)(4)
includesactivitiesthat lead to, or couldlead to, testimony in personal injury claims, such asmedical
examinations performed on injured people in the course of litigation. The court then granted a
renewed motion for summary judgment in favor of Dr. Witte.

This Court reversed. The Court of Appeals granted certiorari and affirmed our decision.
Id. at 525. It reasoned that the operative statutory phrase at issue (“activities that directly involve
testimony in personal injury claims”), was ambiguous, asits meaning could not be ascertained from
its plain language, and that, in light of the legislative history of the Act asamended, including the
amendmentsestablishing the certificate of qualified expert requirement, that language had to beread
narrowly, so as to avoid “creat[ing] an unreasonable impediment to the pursuit, or defense, of a
common law right of action” for medical negligence. /d. at 533. From the legislative history, the
Court determined:

It seems abundantly clear to usthat an activity cannot “ directly invol ve testimony”

unlessthereis, in fact testimony -- “[e]vidence that a competent witness under oath

or affirmation gives at trial or in an affidavit or deposition.” BLACK’S LAW

DICTIONARY 1485 (7" ed. 1999). Even when the expert is called upon to testify,

however, not everything that he or she does in the matter can be sad to “directly

involve’ that testimony. We rgject as factually unsupportable thenotion that every

medical examination conducted by adoctor uponreferral by an attorney or insurance

carrier directly involves testimony that may ultimately be given by the doctor. . . .

A more reasonable approach, we think, is to regard the statute as including

only (1) the time the doctor spends in, or traveling to or from, court or deposition for

the purpose of testifying, waiting to testify, or observing events in preparation for

testifying, (2) the time spent assisting an attorney or other member of a litigation

team in developing or responding to interrogatories and other forms of discovery,

(3) the time spent in reviewing notes and other materials, preparing reports, and

conferring with attorneys, insurance adjusters, other members of a litigation team,
the patient, or others after being informed that the doctor will likely be called upon
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to sign an affidavit or otherwise testify, and (4) the time spent on any similar activity
that has a clear and direct relationship to testimony to be given by the doctor or the
doctor’s preparation to give testimony.

369 Md. at 535-36 (emphasis added). On that basis, the Court held that the trial court had erredin
ruling that more than 20 percent of Dr. Honick’s professional activities were devoted to activities
“directly involv[ing] testimony in personal injury claims.” Id. at 536.

Dr. Zoarski maintains, as he did below, that, given that Dr. Debrun isretired and therefore
has no patients, the information he gains from the five prafessional activities he described (peer
review commenting, reading medical journal s, observing proceduresperformed by other physidans,
consulting with colleagues, and attending conferences) necessarily becomes a part of his general
knowledge in thefield of interventional radiology, which in turn necessarily becomes the basis, in
part, for the opinionsheformsin his capacity asan expert witnessin medical malpracticecases. For
that reason, the activities “ directly involve testimony in persond injury cases.”

Wedisagree. Theholding in Witte narrowly circumscribed those professional activitiesthat
“directly involve testimony in personal injury cases,” and it is clear that the activitiestestified to by
Dr. Debrun are not within the limited scope of that phrase. The activities are not any of those
specifically enumerated in items (1) through (3) of the Court’s analysis in Witte, nor do they fall
withinthe Court’ sitem (4), “timespenton any similar activity,” i.e., litigation-oriented activity “that
has a clear and direct relationship to testimony to be given by the doctor or the doctor’s preparation
to give testimony.” Id. a 536 (emphasis added).

To the extent the trial court found that the five ectivities Dr. Debrun testified about in fact
are activities that “directly involve testimony in personal injury cases,” that finding was premised

upon alegally incorrect reading of CJ section 3-2A-04(b)(4), and therefore was clearly eroneous.
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Therecord doesnot makeentirely clear, however, whether the court ruled on the basis of that finding
or ruled that the five general activities described by Dr. Debrun are not “professional activities’ at
al, and therefore cannot be counted as part of the denominator for the 20 Percent Rule. If thelatter
was the court’ sruling, it too was legally incorrect.

Again, for our purposes, the critical phrase in CJ section 3-2A-04(b)(4) is that the expert
“may not devote annually more than 20 percent of the expert’s professional activities to activities
that directly involvetestimony in personal injury claims.” (Emphasis added.) The meaning of the
words “the expert s professional ectivities’ isamatter of statutory construction that we review de
novo. Maryland-National Capital Park and Planning Comm'n v. Anderson, 395 Md. 172, 181
(2006); Moore v. State, 388 Md. 446, 452 (2005). Just asthe Witte Court concluded that the plain
meaning of the phrase “activitiesthat directly involve testimony in personal injury claims,” asused
in CJ section 3-2A-04(b)(4), cannot be discerned from a simple reading of the statutory language,
we conclude that the phrase “the expat’s professiond activities’ in the same statute is likewise
ambiguous. Neither that particular statute nor any definition section in the Act explains what
“professional activities’ are. Accordingly, we must turn to the principles of statutory construction
to aid our analysis:

If thetruelegidlativeintent cannot readily be determined from the statutory language

alone. . . we may, and often must, resort to other recognized indicia -- among other

things, the structure of the statute, includingitstitle; how the statute rel ates to other

laws; the legislative history, including the derivation of the statute, comments and

explanationsregarding it by authoritative sourcesduring the legidlative process, and

amendments proposed or added to it; the general purpose behind the statute; and the
relative rationdity and legal effect of various competing constructions,
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Witte, 369 Md. at 526 (citing Beyer v. Morgan State Univ., 369 Md. 335, 349-50 (2002) and
Liverpool v. Baltimore Diamond Exchange, Inc., 369 Md. 304, 317-19 (2002)). See also Ishola v.
State, 404 Md. 155, 160 (2008); Stoddard v. State, 395 Md. 653, 662 (2006).

The Witte Court discussed at length the medical malpractice insurance crisis of the 1970's
that led to the enactment of the Health Clams Arbitration Act in 1976, and the reasons why the
Genera Assembly thought that the changes in medical malpractice law brought about by the Act
would help solvethat crisis. In 1986, thelegislaturefurther amendedthe Act, to includeacertificate
of qualified expert requirement, in part based upon recommendations made by a 1985 task force
convened to study whether the insurance crisis was continuing and, if so, what changes could be
made to the Act to further ameliorate thecrisis. As proposed, in Senate Bill 559, an expert only
would be qualified to sign a certificateif he or she did not receive 50 percent or more income from
testimony and other activities related to personal injury clams. That language was amended to
becomethe 20 Percent Rule, that is, that to qualify, acertifying expert cannot devote more than 20
percent of his or her professional activities to activities directly involving testimony in pe'sonal
injury claims.

As the Witte Court explained, the legislative higory of the 1986 amendments to the Act
suggeststhat the Generd A ssembly was of two mindsinimposing such eligibility requirementsupon
expert witnesses signing certificates. On the one hand, it wanted to exclude certain “ professional
witnesses’ from “the pool of eligble experts’ available to sign certificates of merit. On the other
hand, it did not want to “ shrink” thesize of that pool so asto “deny the partiesthe ability to pursue
and defend these [malpractice] claims.” Id. at 534. Thelegislators achieved that balance in part by

language changes keying the critical numerical measurement to time, instead of income, and
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narrowing the activities originally described as “related to” persond injury claims to the more
limited world of activities “directly involving testimony in personal injury clams.” Id. at 535.

Beyond the legidlative intent as gleaned by the Court in Witte, nothing in the legisative
history of the Act, through the 1986 amendments, sheds light on the meaning of the phrase
“professional activities” as the denominator for the 20 Percent Rule. Obviously, given that
“activitiesdirectly invol vingtestimony i npersona inj ury claims’ isthe subset of activitiesaddressed
by the numerator in the 20 Percent Rule, those activities are included in the meaning of the phrase
“professional activities.” It is equally obvious, for the same reason, that “professional activities’
encompassactivitiesthat are morefar-reaching than those on which thecertificate-signing (and now
testifying) restriction is based.

A referenceto “profession” in CJ section 3-2A-02, which establishes what must be proven
to impose liability upon a health care provider, is more specifically described as “the same health
care profession” asthe health care provider/defendant who hasbeensued. CJ§ 3-2A-02(c)(1) (“In
any action for damages [for medical mal practice], the health care provider isnot liable. . . unlessit
is established that the care given by the health care provider isnot in accordance with the standards
of practice among members of the same health care profession with similar training and experience
situated in the same or similar communities at the time of the alleged ad giving rise tothe cause of
action.”). “Professional activities,” asused in the 20 Percent Rule would seem to be ageneral term
for those activities that relate to the health care profession of the expert withess who is signing a
certificate of merit or testifying at a hearing or trid. This language does not distinguish the

“professional activities’ of aretired or non-practicing health care provider expert from those of one
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who is not retired or non-practicingand does not qualify “professonal activities’ so that they must
relate to patient care and treatment.

The December 2004 Specia Session amendments to the Act addressed the issues of what
kind and how much experience an expat witness must haveto be qualified to sign a certificate of
merit or to testify “in relation to a proceeding before a panel or court concerning a defendant’s
compliance with or departure from standards of care” CJ 8 3-2A-02(c)(2)(ii). Asrelevant to our
interpretation of the phrase“ professional activities’ inthe 20 Percent Rule, the amendmentsrequire
acertifying or testifying expert witness to

have had clinical experience, provided consultation relating to clinical practice, or

taught medicinein the defendant’ s specialty or arelated field of health care, or inthe

field of heath carein which the defendant provided care or treatment to the plaintiff,

within 5 years of the date of the alleged act or omission giving rise to the cause of
action . ..."

CJ 8§ 3-2A-02(c)(2)(ii)1.A. (emphasis added).

A retired or non-practicing expert witness, i.e., one without an existing clini cal, teaching-
based, or consulting practice, remains qualified to certify or testify about a negligent act alleged to
have been committed or omitted not more than five years before he (or she) retired or ceased
practicing. The 2004 Special Session amendments thus contemplated that some expert witnesses
will be qualified to certify or testify based upon their experience in their field even though they no
longer areinactive practiceinthat field. Asdrafted and enacted, those amendmentsdid notinclude
language drawing a distinction between the* professional ectivities’ of an actively practicing hedth
care provider expert witness and the “professional activities’ of aretired or non-practicing health

care provider expert witness. Accordingly, thisfurther confirmsthe legislature sintention that the
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phrase “professional activities’ should have the same meaning with reference to a qualified
practicing expert witnessasit haswithreferenceto aqualifiedretired/non-practicing expert witness.

Thetria court’ sruling excluding Dr. Debrun from testifying under the20 Percent Rule was
premised upon acontrary principle: that an expert witness health care provider who isnot in active
practicedoesnot engagein “ professional activities’ -- i.e., that to engage in any professional activity
inahealth carefield, an expert witness at least must be practicing inthat field. Because Dr. Debrun
had been in active practice within five years of the time of the allegedly negligent act or omission
(December 2002), hewasqualified, at |east temporally, to testify asan expert witnessfor the Waldts.
It did not matter that his “professional activities” did not include active treatment of patients.

The dictionary definition of “professional” is “of, relating to, or characteristic of a
profession.” MERRIAM-WEBSTER'S COLLEGIATE DICTIONARY 991 (11th ed. 2003). Thefive areas
of activities Dr. Debrun described in histestimony -- reading and peer editing of medical journals,
consulting with colleagues about their ongoing cases, observing colleagues performing procedures,
and attending medical conferences-- all wererelatedto interventional radiology, hisprofession, and
aswe have explained were not activities directly involvedin testimony in personal injury cases, as
that phrasewasinterpreted in Witte. Also aswehaveexplained, thoseactivitiesdid not becomeones
directly involving testimony in persond injury cases merely because Dr. Debrun was retired; such
a construction would run contrary to the legislature’s intention to allow certain retired or non-
practicing medical professionals to testify in malpractice cases. (If that were the case, aretired or
non-practicing health care provider always would be devoting more than 20 percent of his or her

“professional activities’ directly to testifyingin personal injury cases.)
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The evidence adduced before the court on the appellees’ motion in limine showed that Dr.
Debrun devoted no more than 50 hours per year to professional activities rdated to testifying in
personal injury cases, and that he devoted 559 hours per year to other professional activities
Assuming that the court credited thosefirst level facts, and we seenothing to suggest that it did not,
then alegally correct application of the 20 Percent Rule should have led the court to conclude that
Dr. Debrun was not disqualified from giving standard of care expert testimony.

B.

Did the Trial Court Err in its Pre-Trial Ruling Excluding Dr. Debrun’s
Standard of Care Opinion as Improper Evidence of “Negligence Per Se”?

Inacivil case, ajudgment will be reversed upon afinding of error by the trial court only if
the error was prejudicial. Flores v. Bell, 398 Md. 27, 33 (2007); Crane v. Dunn, 382 Md. 83, 92
(2004). Given our decision on the 20 Percent Rule issue, this next issue now takes on importance
inthe context of prejudice. Beforethetrial court generally precluded Dr. Debrun’ s standard of care
testimony under the 20 Percent Rule, it had granted amotion in limine precluding Dr. Debrun from
testifying that a puncture of an artery during a coiling procedure always is a breach of thestandard
of care by the treating interventional radiologist. Thecourt made plainthat it was*exclud[ing] Dr.
Debrun’s opinion that if you perforate an artery it’'s per se negligence or per se in violation of the

standard of care. That’ swhat’ sexcluded.”® The Wal dts contend thisruling waslegally incorrect and

*The trial court clearly stated its ruling several times:

I’m excluding Dr. Debrun’s opinion that if you perforate an artery its per se
negligence or per se in violation of the standard of care. That’s what [sic]
excluded . . .. The Motion to Exclude Dr. Debrun’s opinion that if an artery
is punctured during this process, it’s per s negligence or a violation of the
standard of care.
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therefore, the court’ s error in precluding Dr. Debrun from testifying under the 20 Percent Rule was
prejudicia (i.e., but for the error, Dr. Debrun would have been able to give admissible standard of
care testimony to support the ordinary negigence claim).

Dr. Zoarski and UMMS respond that the trial court properly precluded Dr. Debrun from

giving a“negligenceper s¢” opinion. Therefore, even if the court’ sruling on the 20 Percent Rue

* k% % %

... Dr. Debrun will not be allowed to testify to the following, that a puncture
of [sic] tear in the artery during this procedure or whatever it is, is per se
negligent or per se aviolaion of the sandard of care?

* *x % %

... Debrunwill not be allowed to testify or givethe opinion that a puncture of
the artery during this procedure is per se negligent or a per se violation of the
standard of care. Per se means that no matter what el se happensin the world,
if the puncture occurs, that’s negligence.

Asthe court madeitsruling, counsel for the W aldts proceeded to ask for clarificaion, and
to argue about the ruling. That exchange ended as follows:

[COUNSEL FOR THE WALDTS]: | believe | do [understand the ruling],
Y our Honor, and | believethat what you’ ve saidisthat he can’ t testify, that it’s
per se negligence, but you have not precluded him from offering an opinion
that it’ shisopinion inthis case,in this particular casethat Dr. Zoarski viol ated
the standard of care. That’s my understanding of the Court’s ruling and that
[sic] what | wastrying to clarify.

THE COURT: | thought | made it very clear and I’ |l try one final time. Dr.
Debrun will not be allowed to testify that regardless of whatever elsein the
world happens, because there’s a puncture, it equals negligence or equals a
violation of the standard of care. . . .
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iIssuewasin error (which we have held it was), the error was not prejudicid, because Dr. Debrun’s
standard of care opinion still would not have been admissible inevidence, and the Wal dts could not
prove the standard of care element of their ordinary malpractice clam without expert opinion
testimony. (Dr. Debrun was the only expert witness the Waldts had identified on that topic.)

The basis for the appellees “negligence per se” motion in limine was the following
deposition testimony of Dr. Debrun:

Q: Isevery complication that resultsinarupture of avessel abreach in the standard
of care?

A. If thereisno pathology on thisvessdl, if you are treatingsomething elseand it is
a complication, what type of complication the patient has, clinical complication, it
is abreach of standard of care. ... Itisbelow the standard of care to perforate a
vessel when you are working with aguide wire into the branches of the brain. The
vessel, there is no reason to perforate the vessel. If you perforate the vessdl, if it
happens to anyone, it is a breach of the standard of care, of course. It is not
perforating the aneurysm. Y ou can perforate the aneurysm with a wire with acoil
becausethe aneurysmisaknown fragile structure withaweak wall. . .. But outside
the aneurysm, when you are advancing the guide wire into the intracerebral
circulation, it isabreach of standard of careif you perforate a vessel during any of
these maneuvers

Q. Hasit ever happened to you?

A. Yes

Did you breach the standard of care when it happened to you?
Yes

How many times did you breach the standard of care?

[Oncel

W hen that happened to you, were you acting caref ull y?

> 01> O » O

| thought | was.
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Q. How isit, Doctor, that you could have perforated the vessdl if you were acting
carefully?

A. Because things happen even if you are careful. An interventiondist is always
careful with whaever he does.

Q. Evenif you areas careful asyou can be, you can still perforatethe vessel likeyou
did?

A. It could happen, but you have to realize your mistake and tdl it.
Dr. Debrun went on to distinguish between the standard of care relative to perforating an
aneurysm and the standard of care relative to perforating an artery beyond the aneurysm:

And when [a doctor perforates the aneurysm itself causing it to rupture], it is a
percentage associated with the procedure, with the disease. Even if you are vay
careful and very well experienced, thiswill occur to you one day or theother. It can
happen to me. But in this scenario, | don’t blame myself. | give you thetape.. ..
[My analysis for the standard of care in perforating the artery away from the
aneurysm] is different. You have, on one side, you have a normal artery with a
normal wall with no pathology. On the other side, you have an aneurysm with a
weak wall there is pathology. So these are not the same.

Dr. Debrun further testified that, when he wasin practice, he would not inform his patients
about to undergo coiling procedures of the risk of perforating the artery away from the aneurysm,
because that risk is not arisk of the procedure itself:

Q. Can [complications] happen in the absence of negligence?

A. ... | consider one hundred percentif | perforate avessel which is not the artery

where the aneurysm iswhich meansthat | have done a mistake by manipulating my

wire and that | have perforated an artery. There is no reason to expect that | will

perforate this vessel which isfar away from the aneurysm, so | don’t even mention

thispossibility to my patient, but, yes, 1tell the patient thereisarisk of rupture of the

aneurysm and it is three or four percent risk.

Q. Isitbelow the standard of careif [perforating an artery away fromthe aneurysm
with aguide wire] happens to a reasonable endovascular surgeon?
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A. [M]any endovascular surgeons perforate thevessel with awire which isnot near

theaneurysm, away from the aneurysm, doing manipul ation withthewire, it’ sbelow

the standard of carefor me. A reasonablywell trained endovascular interventionalist

cannot accept to perforate an artery while he is manipulating a wire away from an

aneurysm. It's below standard of care.

The Waldts argue that, contrary to the court’s ruling, Dr. Debrun had not opined, in
deposition, that any artery perforation during acoiling procedureisper se negligence; rather, he had
opined that any artery perforation distant from the aneurysm that occurswhile the doctor isusing a
guidewire is, necessarily, a departure from the standard of care. As Dr. Debrun stated, “[d]
reasonably well trained endovascular interventionalist cannot accept to perforatean artery while he
Is manipulating awire away from an aneurysm. It’s below standard of care.”

The appellees maintain that the court’ s ruling correctly precluded Dr. Debrun from giving
standard of care tegimony that contradicts Maryland law. They characterize Dr. Debrun’s opinion
as expressed in his deposition as setting a*“ per se breach of the standard of care” standard for any
perforation of an artery during a coiling procedure and assert that that gpinion conflicts with
established Maryland law that requires, in an ordinary negligence case, proof that a health care
provider acted card essly. Specifically, under Maryland law of medical mal practice, an unsuccessful
result of aprocedureisnot, in and of itself, evidence of negligence. Lane v. Calvert, 215 Md. 457,
462-63 (1958). Debrun’s proffered testimony would have contradicted that principle, thereby
excusing the Waldts from having to prove that Dr. Zoarski acted cardessly, without the requisite
skill, to prevail on their ordinary medical negligence claim.

The appelleesrely upon City of Frederick v. Shankle, 367 Md. 5, 15-16 (2001), and Franch

v. Ankney, 341 Md. 350, 363-65 (1996), for the proposition that “trial judges may strike expert

opinions on the basisthat such testimony ‘was predicated upon afaulty interpretation of Maryland
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law.”” (Quoting Ankney, supra, 341 Md. at 363.) In Shankle, a workers compensation case, the
Court of Appealsaffirmed atria court’ sdecision to preclude the employer/defendant from putting
on expert witnesstestimony that “ stressfrom police work isnever afactor incausing heart disease,”
becauseMaryland statutory law contains apresumption to the contrary, i.e., that “being apoliceman
or fireman contributes to the devel opment of coronary artery disease.” 367 Md. at 8, 10 (quotation
omitted). The Court explained that an expert witness “isnot permitted . . . to deny or contradict the
presumption altogether, simply because the expert does not agree with the basis for it.” Id. at 15.
Similarly, in Ankney, alegal malpractice case, the Court of Appeals affirmed atrial court’s ruling
striking the opinion testimony of two expert witnessattorneysontheground that their opinionsabout
certain aspects of Maryland insurance law rested on a*“faulty interpretation of Maryland law.” 341
Md. at 363.

“Itisthe general rulethat the admissibility of expert testimony iswithin the sound discretion
of thetrial judge and will not be disturbed on appeal unlessclearly erroneous.” Wilson v. State, 370
Md. 191, 200 (2002). The admission or exclusion of such testimony seldom constitutes ground for
reversal. Deese v. State, 367 Md. 293, 302 (2001); Buxton v. Buxton, 363 Md. 634, 651 (2001).
“Despitethe broad discretion vested inatrial court, however, the ‘ decisionto admit or reject [expert
testimony] is reviewable on appeal and may be reversed if it isfounded on an error of law or if the
trial court clearly abused its discretion.’” Bryant v. State, 163 Md. App. 451, 473 (2005) (quoting

White v. State, 142 Md. App. 535, 544 (2002)), aff’d, 393 Md. 196 (2006). AsShankle and Ankney
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make clear, it would be an error of law, and therefore an abuse of discretion, for atrial court to
permit an expert witness to give testimony that contradicts Maryland law.°

One element of an ordinary medical negligence claim is that the defendant health care
provider “ 'd[id] not use that degree of care and skill which areasonably competent health care

provider, engaged in asimilar practice and acting in similar circumstances, would use.'” Dingle v.
Belin, 358 Md. 354, 363 (2000) (quoting Maryland Civil Jury Pattern Instructions, 27:1); see also
CJ83-2A-02(c)(i) of the Courtsand Judicia ProceedingsArticle (plaintiff must prove*that thecare
given by thehealth care provider isnot in accordancewith the standards of practice among members
of the same health care profession with similar training and experience situated in the same or
similar communities at the time of the alleged act giving rise to the cause of action”). In most
ordinary medical malpractice cases, the applicable standard of care, and whether it was breached,
are matters outside the knowledge of lay people and generally call for expert testimony. Rodriguez
v. Clarke, 400 Md. 39, 71 (2007); Meda v. Brown, 318 Md. 418, 428 (1990). The parties here do

not disputethat expert witnesstestimony wasneeded to provethat Dr. Zoarski breached the standard

of carein his performance of thecoiling procedure on Mrs. Waldt.

®The standard for admissibility of expert testimony is set forthin Rule 5-702. “ Expert
testimony is admissible if the court determines that the testimony will assig the trier of fact
to understand the evidence or determine afact inissue.” Buxton, supra, 363 M d. at 650.
In making that determination, the court evaluates “ (1) whether the witnessis qualified as an
expert by knowledge, skill, experience, training or education, (2) the appropriateness of the
expert testimony on the particular subject, and (3) whether a sufficient factual basis exists
to support the expert testimony.” Id. Rule 5-403 works in conjunction with Rule 5-702 and
permits the exclusion of even relevant evidence if its probative value is substantially
outw eighed by the danger of unfair prejudice, confusion, or misleading the jury.
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In Kennelly v. Burgess, 337 Md. 562 (1995), a medical malpractice case, the Court of
Appealsheld that a“ merehappening” jury instruction, asgiven, was erroneous because it misstated
Marylandlaw. Theinstruction had informed thejury that “an unsuccessful result following medical
treatment is not evidence of negligence.” Id. at 565 (emphasis omitted). The Court explained that
itsholding in Lane v. Calvert, supra, 215 Md. a 462-63, that “an unsuccessful result follow[ing]
medical treatment isnot of itself evidence of negligence,” doesnot mean that an unsuccessful result
following treatment cannot be evidence an expert withess can consider asafactor in developing an
opinion asto whether therewas abreach of the standard of care. “[A]n expert, asdistinguished from
amerelay witness, may, in appropriate circumstances, rely on an unsuccessful result in conduding
that aphysician was negligent.” Kennelly, supra, 337 Md. a 572 (citing Meda, supra, 318 Md. at
428). Thus, aproper statement of Maryland law is that “al though an unsuccessful result does not
create a presumption of negligence, it still may be considered as some evidence of negligence and
[] an expert witness may consider it in formulating his or her opinion that there was negligence.”’
Kennelly, supra, 337 Md. at 575.

Returning to the case at bar, it isimportant at the outset to take into account that the trial
court’s in limine ruling did not track Dr. Debrun’s proffered testimony. The ruling preduded Dr.
Debrun from opining that any perforation of avessel in the course of acoiling procedureisabreach

of the standard of care. That was not Dr. Debrun’s proffered testimony. Rather, he testified that it

"The Court in Kennelly cautioned against the use of “mere happening” instructions,
observing that “even in a professional malpractice action, [the instruction] elucidates the
obviousand is generally redundant.” 337 Md. at 576-77 (citation omitted). It also observed
that the Maryland Civil Pattern Jury Instructions do not contain a “mere happening”
instruction, “afurther recognition of the undesirability of such an instruction.” Id. at 577.
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Is a deviation from the standard of care for a doctor, in the course of a coiling procedure, to
mani pulatethe guide wire so asto perforate abranch of an artery away from the aneurysm site. Dr.
Debrun was not prepared to testify, and therefore would not have been offering an opinion, that any
perforation of a vessel in the course of a coiling procedure is a breach of the standard of care.
Indeed, he made plain that a doctor can perforate the vessel at the aneurysm site without departing
from the standard of care. Whether, at trial, the court would have sustained an objection to the
standard of care opinion Dr. Debrun actually gave in his deposition is impossible to know. What
is knowable is that at trial, Dr. Debrun could have opined as he did in his deposition without
violating the court’s in limine ruling. For that reason alone, the court’s error in precluding Dr.
Debrun from testifying at dl, based upon the 20 Percent Rule, was prejudicial.

Inany event, Dr. Debrun’ sproffered standard of caretestimony wasnot contrary to Maryland
law so asto be subject to exclusion under the holdings of Shankle and Ankney. Dr. Debrun was not
merely going toinfer fromtheultimate bad result in thiscase -- bleeding into thebrain/braininjury --
that Dr. Zoarski necessarily breachedthe standard of care. Histestimony, which was based upon a
review of the records and studies made contemporaneously with the procedure, was going to bethat,
in the course of trying to free the nared coil, Dr. Zoarski manipulated the guide wire beyond the
aneurysmsite, into branches of the artery that were not nearby, and that his doing so wasaviolation
of the standard of care; and in this case, that violation produced a perforation injury.

It did not matter that Dr. Debrun could not conjure up an example of adoctor doing such a
thing and not breaching the standard of care. Thetestimony hewas prepared togive as relevant to
thiscase wasthat, on thefacts as heinterpreted themto be from the records and studies, Dr. Zoarski

deviated from the standard of care by manipulating the guidewireinto distant vessel branches, and
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thereby puncturing avessel and causing bleeding into the brain. This opinion does not rest upon a
foundation that is contrary to Maryland law, spedfically, thelaw that ahealth care provider will not
be found liable for ordinary negligencein the absence of a breach of the standard of care.

Dr. Debrun’s expert standard of care opinion, as proffered, should have been admitted into
evidenceattrial. Therefore, the court committed prej udicia error by ruling, based onthe 20 Percent
Rule, that Dr. Debrun could not be called to opine about the standard of care at all.

II.

Informed Consent Claim

As we have noted, in addition to their ordinary medical negligence clam, the Waldts
advanced an informed consent claim. Beforeaddressing their appellate contention about informed
consent, we shall summarize the law in that area of medical malpractice litigation.

Maryland first recognized the informed consent type of medical malpractice clamin Sard
v. Hardy, 281 Md. 432 (1977). “[T]he doctrine of informed consent imposes on aphysician, before
he subjects his patient to medical treatment, the duty to explain the procedure to the patient and to
warn him of any material risks or dangersinherent in or collateral to thetherapy, soasto enablethe
patient to make an intelligent and informed choi ce about whether or not to undergo such treatment.”
Id. a 439. Theinformed consent disclosure duty “is said to requirea physicianto reveal to his
patient the nature of the ailment, the nature of the proposed treatment, the probability of success of
the contemplated therapy and its alternatives, and the risk of unfortunate consequences associated
with such treatment.” Id. at 440. “[F]Jundamental fairness requires that the patient be allowed to
know what risks a proposed therapy entails, alternatives thereto, and the relative probabilities of

success.” Id. at 443.
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The Court in Sard held that “the scope of the physician’s duty to inform isto be measured
by the materiality of the information to the decision of the patient. A material risk is one which a
physician knows or ought to know would be significant to a reasonable person in the patient’s
position in deciding whether or not to submit to a particular medical treatment or procedure.” Id.
at 444. For that reason, the physician’s duty to disclose, and the socope of that duty, are not subject
to aprofessional standard of care; accordingly, in an informed consent claim, it isnot necessary to
introduce expert witness testimony on the issues of standard of care and breach of the standard of
care. Id. at 447.

The Sard Court cautioned, however, that its holding was not to be understood to mean that
“expert testimony can be dispensed with entirely in cases of informed consent.” Id. at 447-48.
“Such expert testimony would be required to establish the nature of the risksinherent in aparticular
treatment, the probabilities of therapeutic success, the frequency of occurrence of particular risks
the nature of available alternativesto treatment and whether or not disclosure would be detrimental
toapatient.” Id. at 448. For aplantiff inan informed consant case to prove proximate causation,
he must show that “ a reasonabl e personin the patient’ s position would have withheld consent to the
surgery or therapy had all material risks been disclosed.” Id. at 450.

If disclosure of all material riskswould not have changed the decision of areasonable

person in the position of the patient, there is no causal connection between

nondisclosure and his damage. If, however, disclosure of all material risks would

have caused a reasonable person in the position of the patient to refuse the surgery

or therapy, a causal connection is shown. Under this rule, the patient’s hindsight

testimony as to what he would have hypothetically done, though relevant, is not

determinative of the issue.
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Inthe caseat bar, thetrial began and the Waldtscalled Dr. Debruntotestify asan expert about
the material risks of the procedure Mrs. Waldt underwent. Counsel for the Waldts examined Dr.
Debrun on voir dire, followed by counsel for the appellees. The court ruled that Dr. Debrun was not
gualifiedtotestify about the material risksof the procedure Mrs. Wal dt underwent because he did not
have a sufficient basis on which to give such testimony. The Waldts moved for reconsideration,

which the court denied, explaining:

The expert’s training or experience need not be formal [for him to be qualified to
testify as an expert witness]. Thereisno issue of that here.

The witness has formal training and informal, that is, from his readings of
journals and things of that nature.

It must bethat thewitness' knowledge of thesubject issignificantly better than
the average layperson so that the expert testimony woul d be of appreciable help to the
jury.

Any physician’stestimony, | guessin thisparticular matter, would be helpful
to the jury. The Court agrees the witness may qualify as an expert without actual
experience.

The Court agrees that, if the witness possessed sufficient special knowledge
obtained from study or observation, the Court agrees with all of that.

Itisthelast part. Thetria judge exerciseshisor her discretion in determining
whether the particular witness is sufficiently qualified that his or her opinion would
be of assistance.

The specific and appropriate grounds and basis has not been met for that to

occur and that isthe Court’s ruling.

On appeal, the Wal dts contend that the court erred in ruling that Dr. Debrun was not qualified
to testify as an expert witness about the material risks of the procedure Mrs. Waldt underwent. The
appellees respond that thisissue is not preserved for review, as an adequate proffer of Dr. Debrun’s
testimony was not made, and that in any event the issue lacks merit becausethe court’ s decision was

amatter of discretion and the preclusive ruling was not an abuse of that discretion.

Rule 5-103, entitled “Rulings on evidence” states, in relevant part:
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(a) Effect of erroneous ruling. Error may not bepredicated upon aruling that admits

or excludes evidence unless the party is prejudiced by the ruling, and

(1) Objection. In case the ruling is one admitting evidence, a timely objection or

motion to strike appears of record, stating the specific ground of objection, if the

specific ground was requested by the court or required by rule; or

(2) Offer of proof. In case the ruling is one excluding evidence, the substance of the

evidence was made known to the court by offer on the record or was apparent from

the context within which the evidence was offered. . . .
(Emphasisadded.) Here, becausetheruling of thecourt was* one excluding evidence,” to claim error
on appeal, it wasincumbent upon the Waldtsto proffer the substance of the excluded evidence onthe
record. See Merzbacher v. State, 346 Md. 391, 416 (1997); Muhammad v. State, 177 Md. App. 188,
281 (2007), cert. denied, 403 Md. 614 (2008). In other words, the Waldts had to lay out on therecord
the testimony they would have €elicited from Dr. Debrun had the court not excluded his testimony.

The purpose of the requirement, in Rule 5-103(a)(2), of a proffer on the record of evidence
ruled not admissible by the trial court isto permit adequate review by the appellate court. Without
specific information in the record about the evidence the trial court has ruled will not be admitted,
an appellate court cannot determine whether the court ered or abused its discretion in ruling the
evidenceinadmissible and cannot determine whether any error or abuse of discretion was prejudicial
to the offering party. See Merzbacher, supra, 346 Md. at 416 (objection to excluded evidenceis not
preserved when the reviewing court cannot discern the contents of what was excluded from thetrial
record).

We agree with the appellees that there was not an adequate proffer made of Dr. Debrun’s
testimony to preserve for review the issue of the propriety of the trid court’sruling. Intheir reply

brief, in responseto the appellees’ preservation argument, the Waldts do not assert that a proffer of

Dr. Debrun’s expert testimony was made in the course of or soon after the court’s ruling on the
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defensemotion to preclude Dr. Debrun from testifying asaninformed consent expert witness. Infact,
there was no proffer made during the argument on that motion or thereafter about the substance of

Dr. Debrun’ stestimony about the material risksof the procedurethat Mrs. Waldt actually underwent.

The Waldts maintain, however, that the substance of Dr. Debrun’ stestimony in that regard
was made known or was apparent to the court from the following prior statements made by their
counsel to the court.

Y es, your Honor, very simply, thisisaninformed consent case. The pointDr. Debrun
isgoing to testify towhichisclearly set forth in hisdeposition isthat Dr. Zoarski was
given certain information by the manufacturer about what this device wasfor and not
for. Herepresented to University of Maryland what hewas going to useit for and not
for. And he did not tell Mrs. Waldt something that was material. He did not tell her
that this device is, according to the manufacturer, not for use on aneurysms that are
not amenable to clipping. And that’s - it is an informed consent issue.

% sk ok sk

Now, after Dr. Debrun testified [in his deposition] that in his opinion to areasonable
degree of probability Mrs. Waldt should have been informed by Dr. Zoaski prior to
the procedure that the stent was not approved for people like hee[sic] .... And so
Plaintiff’s[sic] have properly set forth in this case and will properly set forth during
trial, assuming you allow usto do so, theinformed consent count, thetestimony of Dr.
Debrunthat therewerematerial risksthat weren’t disclosedfor her, and that the nature
of the procedure was not disclosed to her.

% %k %k ok

[COUNSEL]: What Dr. Debrun is going to do with respect to informed consert in
agarden variety informed consent countistestify based on hiseducation, training, and
experiencewhat this patient should have been told, what in hisopinion wasamaterial
risk and was a proper description of the procedure to be performed.

THE COURT: That’s not the question. The question isheis|[sic] going to testify to
that. What isthe basisfor that testimony. That’s the question.
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[COUNSEL]:His education, training, his experience, and the material that he
reviewed in this case, including the medical records and also thedocumentsfrom the
manufacturer of the devicethat specifically say what the device can and can’t be used
for. Thisisnot anissue of off-label use. ... Thisisadevice that was approved for
specificusesand inthiscase, they used it by their own documentson an aneurysm that
it wasn't supposed to be used on and Dr. Debrun has garden variety informed consent
opinions. . ..

* % % %

THE COURT: Tell mewhat the plaintiffs plan to have revealed by Dr. Debrun with
regards to the FDA.

[COUNSEL]: With regard to the FDA, that ssmply what the Boston Scientific

material sayson theissue of informed consent, that it is authorized by federal law for

use on certain aneurysms that are not amenable to clipping . . . .

(Emphasis added.)

To make out aprima facie case of informed consent negligence, the Waldts had to adduce
expert testimony specifying the nature of the risks inherent in the procedure Mrs. Waldt actually
underwent, i.e., coiling with the neurof orm stent; the probability of success of the coiling procedure
withthe neurof orm stent; thefrequency of therisksinherent in coilingwith the neuroform stent; what
procedures were available as alternatives to coiling with the neuroform stent; what were the risks
inherent in those procedures; how did the risks inherent in those procedures compare both by nature
and freguency to the risks inherent in coiling with the neuroform stent; and which risks of the
neuroform stent coiling procedure were disclosed to Mrs. Waldt and which were not. See Sard,
supra, 281 Md. at 448. Only with expert opinion testimony on those topics would a jury have the
information it would need to determine whether the risk that materialized during Mrs. Waldt's

neuroform stent coiling was material and whether a reasonable person in her situation would have

consented to that procedure had that material risk been disclosed. Compare Landon v. Zom, 389 Md.
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206, 221 (2005) (plaintiff precluded from recovery on informed consent claim when plaintiff failed
to elicit expert testimony describing "the risks associated with not submitting to a CAT scan”) with
Mabhler v. Johns Hopkins Hosp., Inc., 170 Md. App. 293, 320-21 (plaintiff's claim could proceed to
jury becausehe put forth expert testimony that permanent numbnesswasamaterial risk of aparticular
surgical procedure that he had undergone), cert. denied, 396 Md. 13 (2006).

The excerpts from the record the Waldts argue constituted a proffer reved that the only
proffered (al beit vagud y) substantive testimony of Dr. Debrun was that the neuroform stent device
was not approved for use on Mrs. Waldt’ stype of aneurysm. Thisisnot aproffer of arisk inherent
totheprocedurethat Mrs. Waldt underwent. Itisaproffer of expert testimony that the procedurewas
contraindicated for Mrs. Waldt, and therefore should not have been performed on her. That expert
testimony would be relevant to an ordinary negligence claim, i.e., that the doctors breached the
standard of carein their treatment of Mrs. Waldt by performing a contraindicated procedure on her.
Itisnot relevant to aninformed consert claim. It isnotaproffer of the substance of what Dr. Debrun
would testify were the inherent risks of the neuroform stent coiling procedure, the probability of
success of that procedure, the frequency of the inherent risks materializing, the existence of
alternative procedures (far instance, cardiac stent coiling or clipping), the risks inherent in those
alternative procedures, and how the risksinherent in the neuroform stent coiling procedure compare
by nature and frequency to the risk inherent in the alternative procedures. Moreover, a statement
merely that the doctor was going to testify about material risksisbut ageneral description of thetopic
of the ex pert’s expected testi mony, not aproffer of the substance of the ex pected testimony.

Indeed, what little information wasimparted to the court about the substance of Dr. Debrun’s

anticipated testimony was so sketchy that, on review, we are unable to determine even the theory of
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theWaldts' informed consent claim. Werethey seeking to provethat therisk of bleedinginthebrain
was inherent in the neuroform stent coiling procedure and occurred with greater frequency in that
coiling procedure as opposed to the cardac stent coiling procedure, so that there was a more
significant risk of bleeding in the brain with the neuroform stent coiling than with the cardiac stent
coiling? Or were they seeking to prove that the risk of bleeding in the brain was inherent in the
neuroform stent coiling procedure but not in the clipping procedure, or, if inherent in the clipping
procedure, of alower frequency than would be material to areasonable person? Aswe can ascertain
none of this from the proffer, we do not have before us the information we need to address whether
exclusion of Dr. Debrun’'s testimony on the informed consent clam was preudicial error.
Accordingly, theissue is not properly before this Court for review.

We note, however, that to the extent the record reveals the basis for the court’s exclusion
ruling -- that Dr. Debrun did not have the necessary foundation to offer whatever informed consent
opinions he was going to give -- the ruling was not error or an abuse of discretion.

TheWaldtscalled Dr. Debrunastheir first witnessat trial. Hetestified about hisbackground
and experiencein neuroradiology, as discussed above. He then stated that he had performed over 30
coiling procedureson paraopthal mic aneurysmssimilar toMrs. Waldt’s. Of the 30 coiling procedures
Dr. Debrun had performed, 10to 15 wereon*small” aneurysms, which, likeMrs Waldt's, wereless
than 10 millimetersat the“neck.” In performing the coiling procedures for these “small” aneurysms,
Dr. Debrun had used a balloon mechanism, not astent, to protect the artery while inserting the coils.
Also, of the 30 coiling procedures he performed, “four or five” werefor “wideneck” aneurysms, like
Mrs. Waldt’s. On “two or three” occasions, in performing the coiling procedure on one of those

aneurysms, he used acardiac stent instead of the balloon mechanism. Asnoted above, the neuroform
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stent was not approved for use in the United States until December of 2002, 18 months after Dr.
Debrun stopped seeing patientsin July of 2001.

On voir dire cross examination, counsel for the appellees questioned Dr. Debrun about his
knowledge of the Neuroform stent. First, counsel asked Dr. Debrun about the balloon mechanism
that he had used in place of astent. The following colloquy ensued:

Q. Neuroform stent is entirely different from [using the balloon] isn't it, yes or no?

A. Yes, itisdifferent from that.

Q. Allright. And adifferent set of risks that with the balloon, yes or no?

A They are different.

Counsel for the Waldts questioned Dr. Debrun on voir dire re-direct:

Q. Isthe risk of injury different or the same [beween using a balloon or the
Neuroform stent]?

A. For example, thereisa 20 percent risk of thrombosis, of clotting formation inside

the stent, either the earlier stent or the Neuroform stent, this will repeat with the

balloon. So it isan example where the risks are totally different.

The Waldtsthen asked the court to accept Dr. Debrun as an expert witness qualified to testify
asto theissue of informed consent inthe Waldts' dealingswith Dr. Zoarski. After hearing argument
from the appellees, the judge indicated that she was inclined to exclude Dr. Debrun from testifying
on the informed consent issue. The judge reasoned:

[Dr. Debrun] actually said therisks are totally different. He has not given the Court

any reason to indicate heisqualified to testify with regard to what, if anyinformation

should be given to patients who are about to have this procedure using this type of —

using this type of procedure. He has not given the Court any basistoindicate heis
qgualified to do tha.
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The Waldts asked to be given another chance to elicit testimony from Dr. Debrun about thebasi s of
his knowledge on the issue of informed consent for aNeuroform stent procedure. The Court granted
the Waldts' request:

Q. And areyou [Dr. Debrun] familiar with the—not only the [Neuroform] procedure
itself but the nature of risks and the consequences of that procedure?

A. Yes
Q. Have you reviewed the Boston Scientific material on this Neuroform device?
A. Yes
Q. The Neuroform stent system?
A. Yes.
Q. And areyou prepared to testify today regarding the nature of that procedure, that
is the Neuroform stent system and the nature of the risks and consequences of that
procedure?
A. Yes
TheWaldtsagain offered Dr. Debrun asan expert witnesson informed consent i ssuesand the
appellees agan objected, stating, through counsel:
| don’t think [Dr. Debrun] has met the threshold even with the additional testimony.
Number one, he had a conclusory answer from the first. We are familiar with the
risks. He didn’'t state the basis. There was nothing for you to evaluate there. And
second, the only other basis he established was, he didn’t read the book.
The following discussion ensued between the trial judge and counsd for the Waldts:
THE COURT: [Dr. Debrun] has yet to satisfy how he knows. He hasyet to say the
basis of his knowledge. He has not given any of that. .. . He has not done it, you
think he has?
[COUNSEL FOR THE WALDTS]: | do, and the reason —

THE COURT: What'sthe basis of his knowledge?
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[COUNSEL FOR THE WALDTS]: Practicing for 45 years treating with the

aneurysmswith coils and balloons, using these types of systams. Thisis—he knows

what therisksare. He knows how the procedureisdone, he knowswhat therisksare,

he doesn’t have to have to use the Neuroform stent.

THE COURT: | didn't say hehadtodothat. ... Under Maryland law. . . heisnot

gualified as an expert to testify with regards to informed consent in reference to this

procedure or thisdevice. The foundation has not been properly laid. It hasnot been
established. So the defense objection at this point would be lodged for the witness

being declared an expert [on informed consent.]

The Waldts argue that Dr. Debrun’s experience in coiling procedures using balloons and
cardiac stents combined with hisreview of the manufacturer’ smaterialsfor the neuroform stent were
adequate factual basesfor him to express an opinion about the informed consent issues in this case,
under Rule 5-702. They further argue that the trial judge erred by ruling, in effed, that because Dr.
Debrun had never used the neurof orm stert system torepair an aneurysm, he didnot have asufficient
factual basis for an opinion about the informed consent issues in the case.

The appellees respond that “ Dr. Debrun never explained how the risks were different or how

he knew of the different risks.” Further,

at no time did Dr. Debrun testify that he read any literature on the subject of the
Neuroform stent. . . . [and] he did not reference any of the materials set forth by the

Waldts as the factual basis of his informed consent testimony. . . . There was no
testimony, or proffer, as to what in the package insert materials would support his
opinions.

They characterize Dr. Debrun’s testimony asa“because | said so” opinion and therefore within the
judge’ sdiscretion to exclude asin Porter Hayden Co. v. Wyche, 128 Md. App. 382, 391 (1999), cert
denied, 357 Md. 234 (2000), and Wood v. Toyota Motor Corp., 134 Md. App. 512, 523, cert. denied,
362 Md. 189 (2000). They point out that thetrial judge’ sruling was not based solely on the fact that

Dr. Debrun had never used the neuroform stent system himself.
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Asalready explained, theadmissbility of expert witnessopinion testimony, under Rule5-702,
turns on whether it “will assist the trier of fact to understand the evidence or to determine afact in
issue,” which likewise turns on whether the withessis qualified, the expert testimony is appropriate
on the particular subject, and there is a sufficient factual basis to support the expert testimony. As
the trial court made clear initsruling, it was not persuaded that Dr. Debrun had an adequate factual
basis to give an expert opinion on the informed consent medical issues related to the use of the
neuroform stent coiling sygem. The evidence before the court showed that Dr. Debrun’s only
knowledge of that system was based upon reading the manufacturer’ sliterature. He had never used
the device himself nor had he observed its use by others. Moreover, most of the coiling procedures
he had performed on aneurysmssimilar to Mrs. Waldt’s involved the use of a balloon mechanism
instead of astent, and therisks of the coiling with astent and coiling with aballoon differ, according
to Dr. Debrun’s own testimony.

TheWaldtsare correct that, under Radman v. Harold, 279 Md. 167, 172-73 (1977), an expert
witnessneed not have actually performed aparticular procedure to be qualified to express an opinion
about it. They are incorrect, however, that the trial judge based her ruling solely upon the fact that
Dr. Debrun had no hands-on experience with the neuroform stent system. Indeed, the judge
acknowledged the holding in Radman and explained that her ruling was not based upon Dr. Debrun’s
lack of experience with the neuroform stent system alone although this was certainly afactor in the
judge' sanalysis. Dr. Debrun’s significant experience using a balloon technique to treat aneurysms
was of little consequence to his expertise in performing a stent-based procedure since, by his own
admission, the risks of the badloon procedurewere “totally different” from those of usngastent. In

using acardiac stent, Dr. Debrun had treated only two to three* wide neck” aneurysms amilar to that
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of Mrs. Waldt, and even this experience had limited relevance to the factual foundation for his
opinions, asthe Waldts' theory of liability rested entirely on risksthat were unique to the neuroform
stent, not to acardiac stent. (/.e., Mrs. Waldt was required to prove that there was arisk specificto
the neuroform stent that, if disclosed, would have caused a reasonable person in her position to opt
for use of the cardiac stent or surgicd clipping.) Thus thetrial court acted reasonablyin thinking that
Dr. Debrun’ sexperience using the cardiac stent did not provide an adequate factual basisfor opinion
testimony about the material risks unique to the neuroform stent.

Nor did Dr. Debrun disclose any other factual or scientific foundation for his opinionon the
material risks of using a neuroform stent. He cited to no scientific literature or studies that he had
read in forming an opinion regarding the material risksassociated with the neuroform stent. He stated
only that he had reviewed “Boston Scientific material” on the device. There was no proffered
description of the “Boston Scientific material” (at the time Dr. Debrun was offered as an expert) nor
any description of what waswithin the“material” that would buttress hisopinion about material risks
of the neuroform stent procedure that were not disclosed to Mrs. Waldt.

In Beatty v. Trailmaster Products, Inc., 330 Md. 726 (1993), the Court of Appeals affirmed
the entry of summary judgment for the defendant when the plaintiff’ sonly proffered expert disclosed
neither evidence of a*“developing [scientific] consensus nor sound datato buttress his opinion” that
adeviceinstalled onthe plaintiff’sSUV wasunsafe. Id. at 740. The Court emphasized that “ because
| say s0” expert opinions are inadmissible to prove a defendant’ s liability: “Our cases hold that ‘an
expert's opinion isof no greater probetive value than the soundness of hisreasons given therefor will
warrant.”” Id. at 741 (quoting Surkovich v. Doub, 258 Md. 263, 272 (1970)). See also Wood, supra,

134 Md. App. at 522-24 (affirming trial court’s exclusion of an expert witnesswho was going to
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testify that the size and location of vent holesin an airbag had caused the plaintiff’ sinjuries during
a crash; the expert’s knowledge of the particular airbag in the plaintiff’s car was limited, and the
expert did not buttresshis opinion with any evidence beyond curt and general observationson airbag
safety issues).

Beatty and its progeny support the trial court’s exercise of discretion to exclude Dr. Debrun
from testifying as an expert on theinformed consent claim. Given Dr. Debrun’slimited experience
with similar procedures and hisfailureto disclose any specific scientific or factual underpinningsfor
any knowledge about the material risks of the neuroform stent coiling procedure, the court did not err
or abuse its discretion in excluding his testimony on thisissue.

II1.

After thetrial court precluded Dr. Debrun from testifying about informed consent, so that he
could not testify onany issue, the Waldts moved forward with their case by calling, adversely, Drs.
Zoarski and Aldrich. At the close of the Waldts' case, the appellees moved for judgment on the
informed consent claim on the ground that the Wd dts had not adduced sufficient evidence to make
out aprima facie informed consent negli gence case. The court granted the moti on, stating:

Asthelaw requiresin deciding thismation, the Court must and shall consider

all evidence and inferences in the light most favorable to the party against whom the

motion is made and that would be in the light most favorable to the [Waldts].

In reading these many casesover these many days, it isvery clear to the Court

that expert testimony isrequiredin an informed consent case to established the nature

of therisksinherert in aparticular treatment, the probabilities of therapeutic success

of that treatment, the frequency of occurrenceof particular risks with regards to that

treatment, the nature of avalable alternatives to that treatment, and whether or not

disclosure would be detrimental to the patient.

And the patient in this matter, Mrs. Waldt, is to be the objective reasonable
person. That’'s how the Court isto view the plaintiff in this matter.

Dr. Zoarski has tedified in this case as the physician or interventiona

neuroradiolog st of theplaintiff inthismatter, and hewas qualified asan expert in that
field.
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Dr. Zoarski as an expert -- well, Dr. Aldrich testified as well, but | don’t
believe he was established as an expert in the field of informed consent.

In any event, there has been no expert testimony with regards to the nature of
the risks inherent in this particul ar treatment.

There has been no testimony to indicate that the reasonable patient or the
plaintiffsdid not receivetherequired or -- or what wasnecessary to make aninformed
consent with regards to the material risks inherent inthis treatment. There had been
no expert testimony with regards to the probabilities of therapeutic success in this
case.

Therefore, there has been no testimony indicating that Dr. Zoarski did not
providetherequisiterequired informationto the patient with regardstothe probability
of therapeutic success.

There has been no expert testimony gven with regards to the frequence of
occurrence of particular risks

Therefore, there has been no testimony to indicate or nothing for the jury to
decideor thefactfinder to decide or determinewhether or not Dr. Zoarski’ sdisclosure
met that standard.

There has been no expert testimony with regards to the nature of avalable
alternatives to this treatment that should have been disclosed to the patient.

Therefore, there is no determination for the jury to make with regards as to
whether or not the information disclosed by Dr. Zoarski met that standard and that
goes, aswell, with nothing for the jury to decide whether or not -- no issuefor thejury
to decide with regards to whether or not the information disclosed by Dr. Zoarski
meets the standard that any expert would have but did not disclose or testify towith
regards to the nature of the risks as well as the probabilities of therapeutic success

Sard[v. Hardy, supra) isclear that such expert testimony isrequired inregards
toinformed consent. The motion presented by the defense is granted with regardsto
informed consent, Thus, it would also be granted with regards to Count 3, loss of
consortium.

The Waldts contend the trial court committed legal error by granting the gppellees’ motion

for judgment on the informed consent claim. They maintain that the evidence adduced in their case

was legally sufficient to makethe informed consent claim ajury question. The appellees arguethat

it was not.

On review of a motion for judgment in a civil negligence case, we ask whether on the

evidence adduced, viewed inthelight most favorabl e to the non-moving party, any reasonable trier

of fact couldfind the elements of thetort by apreponderance of the evidence. Lowery v. Smithsburg
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Emerging Medical Service, 173 Md. App. 662, 683 (2007); Tate v. Bd. of Educ. of Prince George's
County, 155 Md. App. 536, 544 (2004). If there is even a slight amount of evidence that would
support a finding by the trier of fact in favor of the plantiff, the motion for judgment should be
denied. Lowery, supra, 173 Md. App. at 683; Tate, supra, 155 Md. App. at 544.

We agree with the trial court that the evidence adduced by the Waldts in their case was not
legally sufficient to make their informed consent claim ajury question. Aswe have explained in our
discussion of Question Il, in order to prove certain elements of an informed consent claim, expert
witness testimony may be required. In particular, unless the information is within the common
knowledge of laypeopl e, expert witnesstestimony is necessary to establish that there was amaterial
risk inherent to the procedureactually performed that areasonabl e personinthe position of the patient
would want to know and, if disclosed, would have caused that reasonabl e person to deny consent to
the procedure. See Landon, supra, 389 Md. at 221; Sard, supra, 281 Md. at 448. In the case at bar,
the average layperson would know nothing about the risks inherent in the procedure actually
performed on Mrs. Waldt or other possible aterndive procedures Accordingly, expert witness
testimony was needed for the Waldts to make out aprima facie case.

TheWa dts cdled Drs. Zoarski and Al drichadversely. Dr. Zoarski wasaccepted by the court
as an expert in interventional radiology. He did not give any opinions that were favorable to the
Waldts on the various informed consent medical issues, however. The Waldts did not elicit any
testimony from Dr. Zoarski that the bleeding complication rate for the neuroform stent system was
greater than the same complication ratefor the cardiac stent procedure or the clipping procedure; nor
did he testify that there were other risks inherent in the neuroform stent procedure that were not

disclosed to Mrs. Waldt. In fact, Dr. Zoarski testified that the complication rate for all three
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procedures -- based on his analysis of a recent European study of the neuroform stent and his prior
knowledge of cardiac stents and surgical clipping -- was the same for treating Mrs. Waldt’ s type of
aneurysm: a 1-5 percent risk of serious complications including bleeding. He further stated that,
based on his experience using cardiac stents and the training he received to use the neurof orm stent,
the neuroform stent isan “ excellent device” that providesa“good benefit” to peoplelike Mrs. Waldt
with difficult to treat aneurysms. Additionally, and contrary to the Waldts characterization, Dr.
Zoarski’ s testimony did not support the Waldts' theory that the neuroform device had not been
intended for use on Mrs. Waldt’s type of aneurysm. He testified that, although surgical clipping
remained an option for Mrs. Wddt, a coiling procedure was the preferred treatment method, for
reasons of safety and effi cacy, and the neuroform stent “was made for that particular aneurysm like
[that of] Mrs. Waldt” -- that is, an aneurysm of asort that, historically, has been very difficult to treat
with surgical clipping or using a cardiac stent.

Dr. Aldrich was never qualified as an expert for either party; he testified as a fact witness
regarding hiscare of Mrs. Waldt. Hedid not testify about any risk of coiling with the neuroform stent
that was not disclosed to Mrs. Waldt in making her choice of treatment. His testimony did not
support the Waldts' informed consent daim.

Without expert witness opinion evidence of any quantifiablerisk or alternative procedurethat
Mrs. Waldt was not informed about, theWaldts' informed consent claim could not be sustained. The
trial court did not er in granting the appellees’ motion for judgment on that claim.

IV.
In this last contention, the Waldts argue that the trial court erred both in admitting certain

documentary evidence and in declining to admit certain other documentary evidence. The
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documentary evidencenot admitted waslegallyinsufficient, standing al one, to satisfy therequirement
that the Wal dts prove theinformed consent medical issues (such asexisting of risk, frequency of risk,
etc.) by expert testimony, nor does the record suggest that the opinions Dr. Zoarski and Dr. Aldrich
gavewould have been favorable to the Waldts if the documentary evidence had been admitted. Our
disposition of thiscase hasmadeit unnecessary to decidetheevidentiary questionsposed. Moreover,
because the admissibility vel non of the documentary evidencein question may turn upon whether
or not certain other evidence is admitted, thisis not a circumstance in which guidance on remand is
advisable.
JUDGMENT IN FAVOR OF THE APPELLEES ON
INFORMED CONSENT CLAIM AFFIRMED. JUDGMENT IN
FAVOR OF THE APPELLEES ON ORDINARY MEDICAL
NEGLIGENCE CLAIM REVERSED. CASE REMANDED TO
THE CIRCUIT COURT FOR BALTIMORE CITY FOR
FURTHER PROCEEDINGS. COSTS TO BE PAID ONE-HALF

BY THE APPELLANTS AND ONE-HALF BY THE
APPELLEES.

50



