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This is an appeal from a jury verdict in favor betpatient in a medical
malpractice action. The patient alleged that Ingspian negligently performed a
surgical procedure and breached his duty to obtéormed consent. The patient
also sued the supervising health services corpordiased on vicarious liability
and independent negligence. The jury found both fhysician and the
corporation negligent and apportioned liability vieeen them. On appeal, the
physician and corporation assert that the trialriceored in several evidentiary
rulings, incorrectly instructed the jury on proxitmacause, and wrongly awarded
pre- and post-judgment interest. In cross appdasphysician and corporation
seek review of the trial court’s decision to submisupplemental question to the
jury, as well as its failure to alter the damagesra based on the jury’s response
to that supplemental question.

We affirm the judgment in favor of the patient. eltrial court should not
have requested supplemental information from the gdfter the verdict. Although
the trial court decided not to modify the verdithe jury’s response to the
supplemental question arguably could affect othewcgedings between the
physician and corporation. As a result, the judginelow is AFFIRMED and the
case is REMANDED with instructions to the Superi@Gourt to vacate the

supplemental verdict.



FACTUAL AND PROCEDURAL BACKGROUND

In December 2009, John Houghtdall from a ladder and suffered multiple
non-displaced rib fractures, among other injurié¢e was admitted to Christiana
Hospital? where he experienced severe chest pain despitdvireg oral pain
medication. Because of his persistent chest péoughton’s physicians requested
a consult with Dr. Nadiv Shapira, a thoracic surgedfiliated with Christiana
Hospital who performs the “On-Q procedure.” Thegadure, intended to treat
pain caused by rib fractures, involves the insertiba catheter, known as the “On-
Q,” under the patient’s skin and over the ribs gsan metal tunneling device.
The catheter is approximately five inches long aadtains several holes. When
liquid analgesic is infused through the cathetesoaks the surrounding tissue.
The goal is to place the catheter in such a walyitl@n be used to continuously
soak the nerves around the ribs with analgesic roteroto relieve the pain
associated with the rib fracture. The On-Q procedias not been approved by the
FDA and is thus an “off-label” use of the On-Q c#r.

Shapira evaluated Houghton and determined thatdsancandidate for the
On-Q procedure because of his high level of chast, this inability to breathe

deeply, and his poor response to the oral pain cagdn. Shapira discussed the

! His wife, Evelyn Houghton, joined in this actidoyt there are no issues on appeal related to her
claims. Accordingly, we will refer only to John Hghton unless the context requires otherwise.

2 Appellant and cross-appellee, Christiana CaretH&arvices, Inc. (“CCHS”), owns and operates
Christiana Hospital.



On-Q procedure with Houghton. Although he did hate an “exact recollection”
of the conversation at trial, Shapira testifiedt tha would always talk to patients
about the “aims, risks and alternatives” of the @rmroceduré. Shapira would
explain that the purpose of the procedure was twige pain relief in order to
prevent “further deterioration” and to amelioratke trisks associated with
continued reliance on a breathing tube and regpitaShapira would also mention
the risks of bleeding, infection, injury to adjatengans or tissues, and side effects
of the medication being transmitted through théetr.

Finally, Shapira would explain that oral and inawus pain medications
are alternatives to the On-Q procedure. Shapstfieel that he normally would
tell patients that epidural anesthesia, while aryveffective” treatment for rib
fracture pain, is “not an option” because it car@e“very significant risk” and “has
its limitations.™ According to Shapira, epidural anesthesia is amtalternative
often used at Christiana Hospital, and he did mesgnt epidural anesthesia as a
treatment option to Houghton.

Shapira also failed to advise Houghton that Shapad an independent
interest in the On-Q procedure. In 2007, Shapntared into a contract with the

On-Q’s manufacturer, I-Flow Corporation, under whighapira became a member

% App. to CCHS's Opening Br. at A-539.
* App. to CCHS'’s Opening Br. at A-539.
> App. to CCHS’s Opening Br. at A-542-43.



of I-Flow’s speaker’s bureau. I-Flow paid Shapmagive presentations to other
physicians about the On-Q procedure, and Shapaatexn a promotional pamphlet
about the procedure. Also in 2007, Shapira createdatabase at Christiana
Hospital to collect information about his patientgsponses to the On-Q
procedure. Around that time, the number of pasiemt whom Shapira performed
the On-Q procedure began to increase significantly.2009, Shapira requested
and received approval from CCHS'’s Institutional RevBoard (“IRB”) to study
the effectiveness of the On-Q procedure using Hiemt data he was collecting.
By mid-2009, Shapira had labeled himself, in additto a thoracic surgeon, an
“interventional pain management physician” basedisnfrequent performance of
the On-Q procedure at Christiana Hosital.

Houghton agreed to the On-Q procedure, and Shamerted two On-Q
catheters into Houghton's rib fracture area on Ddwsr 8, 2009. The next day,
Houghton inadvertently removed the catheters. {Bhapen performed another
surgery to insert two new On-Q catheters. One hufsé catheters became
displaced and perforated some of Houghton's inteorgans. As a result,
Houghton spent significant additional time in thespital and underwent several

surgeries to remove the catheter and repair thenclgmage.

® App. to the Houghtons’ Answering Br. at B-393-94.



Houghton’s action alleges that Shapira negligefaiied to obtain informed
consent before performing the On-Q procedure, aegligently performed the
procedure. Houghton also alleges that CCHS iddi&dtr Shapira’s negligence
because Shapira was CCHS'’s agent. Finally, Hougldaims that CCHS
negligently failed to properly manage Shapira’s @nstudy, and negligently
granted “expedited review” of Shapira’s applicattorconduct the study.

After an eight day trial, the jury returned a vetdinding both Shapira and
CCHS liable in negligence. The verdict sheet did ask the jury to address
Houghton’s medical negligence and informed conseatms against Shapira
separately. It asked only whether Shapira wasigegl The jury awarded $3.75
million in damages to Houghton and $650,000 to fveHoughton for loss of
consortium. The jury apportioned 65% of the tatddility to Shapira, and 35% to
CCHS.

After the verdict, CCHS requested that the jury dsked to apportion
CCHS'’s 35% liability. CCHS argued that it needednow how much of the 35%
liability was attributed to CCHS in its capacity &bapira’s employer, and how
much was attributed to CCHS’s independent failuoe adequately manage
Shapira’s data collection and study. The Supefmurt granted the request for the

supplemental question but refused to reform thgimal verdict based on the jury’s



answer. The Superior Court also awarded the Howmghtosts, pre-judgment
interest, and post-judgment interest. This appedlcross-appeal followed.
DISCUSSION

1. Informed Consent Claim

Houghton’s informed consent claim against Shapi@s Hwo main
components. First, he alleges that Shapira brelathe standard of care for
informed consent by failing to adequately discldse risks and alternatives of the
On-Q procedure, including the fact that the On-Qcpdure was “experimental”
and that an epidural was a viable alternative. o8e&c Houghton alleges that
Shapira breached the standard of care by failingigolose significant personal
conflicts of interest regarding the On-Q procedumegluding his business
relationship with I-Flow.

Although Shapira’s appeal focuses on Houghton'ormseécclaim, Shapira
conceded at trial that he never presented Houghitinthe option to receive an
epidural rather than undergo the On-Q procedui2elaware’s informed consent
statute expressly requires a physician to disclaiernatives to treatment . . .
which a reasonable patient would consider matésidhe decision whether or not

to undergo the treatment . . 2 ."Shapira, himself, acknowledged that epidural

" App. to the Houghtons’ Answering Br. at B-410.
®18Del. C.§ 6801(6).



anesthesia can be a “very effective” treatment owktfor rib fracture paid.
Because receiving an epidural was a viable altendéd the On-Q procedure, and
Shapira did not tell Houghton about it, the juryuktb have found that Shapira
breached the standard of care on that basis.

As to the I-Flow/conflict evidence, Shapira mis@dwerizes the Superior
Court’s ruling. The Superior Court did not holdathShapira was required to
disclose that information as a matter of law. RRgtht held that Shapira’s
relationship with I-Flow (and his failure to dissk that relationship) was relevant
to the jury’s determination of whether Shapira ntle¢ standard of care for
informed consent. The Superior Court relied pritlgaon this Court’s decision in
Barriocanal v. Gibbg® in which we construed Delaware’s informed consent
statute. We agree with the Superior Court’s appibey ofBarriocanal

Delaware’s informed consent statute defines infarcensent as:

. . . the consent of a patient to the performarideealth care services

by a health care provider given after the healtte garovider has

informed the patient, to an extent reasonably cemmgmsible to

general lay understanding, of the nature of thep@sed procedure or
treatment and of the risks and alternatives totrtreat or diagnosis

which a reasonable patient would consider matedalhe decision
whether or not to undergo the treatment or diagitosi

® App. to CCHS'’s Opening Br. at A-542.
19697 A.2d 1169 (Del. 1997).
11 18 Del. C.§ 6801(6).



In short, a physician must provide the patient witfiormation necessary to
understand (1) the nature of the proposed procedmek (2) the material risks and
alternatives to the procedure. The physician rmupply such information “to the
extent [that it is] customarily given to patients .. by other licensed health care
providers in the same or similar field of medicias the defendant” Under
Barriocanal whether the physician has met the standard & caguired by the
informed consent statute is a question of facttierjury.

In Barriocanal this Court interpreted “material risks and altgivies” to
include information about a doctor’s inexperiencghwa procedure, a hospital’'s
being understaffed on the day of the procedure, taedexistence of a nearby
hospital in which the procedure also could be perfal™® While the Court did not
hold that such information was necessarily requitedoe disclosed under the
statute, the Court found that it was relevdntShapira argues th&arriocanal
should not be read broadly to apply here. He pamit that all of the undisclosed
information in that case directly addressed mediesks and alternatives.
By contrast, the undisclosed information at isselates only to Shapira’s alleged
conflict of interest. Moreover, if doctors are wegd to disclose their potential

conflicts, Shapira claims that no one will know haomuch personal financial

218Del. C.§ 6852(a)(2).

13 Barriocanal 697 A.2d at 1171-72.

141d. at 1173 (“We find that the type of ‘qualificatioimformation at issue in this case was relevant
to the issue of informed consent.”).

10



information must be included.

Shapira’s argument fails because his relationshipRIow directly relates to
the procedure he performed. The conflict inforomatis relevant because it bears
on “risks and alternatives.” The conflict creatdisk that Shapira wanted to
perform the procedure because it would benefit parsonally, and not because it
was the most appropriate procedure. Likewise, diwaflict created a risk that
Shapira did not disclose or consider all reasonaltéenatives.

This is not a case where a doctor fails to disctbs¢ she owns some stock
in a publicly-traded medical company. Shapira weaking a name for himself,
and earning money, by promoting the On-Q procedufe. addition, he was
gathering data about the procedure’s efficacy. hblé a strong incentive to play
down the risks of the On-Q procedure and play @pfoblems with alternative
treatments.

Under these circumstances, the conflict evidences weevant to the
informed consent claim and admissible. The tralrt properly permitted the jury
to consider this evidence when reaching its detatiin as to whether Shapira

met the standard of care under Delaware’s inforomeent statute.

11



2. Evidence of the Procedure’s “Experimental” Natur

Shapira argues that the Superior Court erred bynigerg Houghton's
expert witnesses to testify at trial that the OpQcedure was experimental while
prohibiting four defense witnesses from testifyitigat the procedure was not
experimental. This argument lacks merit becausgnbres the fact that only
Houghton’s witnesses were qualified as expertse Wwhnesses who testified that
the On-Q procedure was experimental were givingegxppinions regarding the
standard of care for treating rib fracture pain.eyhpossessed “specialized
knowledge” about what treatments for rib fractueenpwere generally accepted in
the medical community and what treatments weré>ndthe defense witnesses, on
the other hand, were presented as “fact witnesses &xperts® They were bound
by Delaware Rule of Evidence 701, which states:

If [a] witness is not testifying as an expert, thigness’ testimony in

the form of opinions . . . is limited to those apims . . . which are . ..

not based on scientific, technical or other spemd knowledge

within the scope of Rule 702.

The Superior Court correctly ruled that the questad whether a procedure is

experimental is an opinion requiring specializedWwledge and cannot be given

15SeeD.R.E. 702 (“If scientific, technical, or otherespalized knowledge will assist the trier of fact
to understand the evidence or to determine a fagtsue, a witness qualified as an expert by
knowledge, skill, experience, training or educatay testify thereto in the form of an opinion or
otherwise . . ..").

5 App. to Shapira’s Opening Br. at AA-108.

D.R.E. 701.
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unless the witness is qualified as an exfert.

3. Pre-judgment and Post-judgment Interest

The Superior Court awarded pre-judgment and paijment interest under
6 Del. C.8 2301(d). That provision entitles a plaintiff whas made a pre-trial
settlement demand on the defendant to recoverugiggyent and post-judgment
interest under certain circumstances. Section @3Glates:

In any tort action . . . in the Superior Court..for bodily injuries,

death or property damage, interest shall be addedanty final

judgment . . . provided that prior to trial the iptdf had extended to

defendant a written settlement demand valid for imimum of 30

days in an amount less than the amount of damag@s which the

judgment was entered.
The statute is unambiguous. It plainly states &hptaintiff is entitled to interest if
(1) the plaintiff extended the defendant a writsaitlement demand before trial,
(2) the demand was valid for at least 30 days, @)dthe amount of damages
recovered in the judgment was greater than the atitba plaintiff had demanded.
Shapira does not dispute that those requirements met. Instead, he advances
an interpretation of 8 2301(d) that would require settlement demand to be made

at least 30 days before trial. We decline to azh a requirement into the statute.

The statute requires only that the demand be “Walich minimum of 30 days,” not

18 SeeApp. to Shapira’s Opening Br. at AA-132-33. Shapifso argues that the Superior Court
abused its discretion by limiting him to four exjgerBut this is simply another version of the lai
that his fact witnesses should have been allowetkstfy that the On-Q procedure is not
experimental.

13



that the 30 day period must elapse prior to the sfdrial.

Shapira argues alternatively thatDel. C. § 2301(d) is unconstitutional
because it “unduly inhibits [the] exercise of [highdamental right to resort to the
courts in defense of claims made against [him aomates an irrebuttable
presumption that [he is] responsible for causinigyde. . .*® This argument lacks
merit. A legislative enactment is “presumed tocbastitutional® and “should not
be declared invalid unless its invalidity is beyoddubt.®* Shapira presents
nothing to rebut the presumption of § 2301(d)’s stmtionality other than
conclusory statements about the statute’s perceimedsidedness. He ignores the
fact that 8 2301(d) applies only when a plaintd€overs more in a judgment than
it demanded in settlement negotiations. The s&adhdentivizes plaintiffs to make
less aggressive settlement demands, but it dodsngoto restrict a defendant’s
right of access to the courts or its ability toqmet a defense. As the Superior
Court noted, we have interpreted 8 2301(d) in thet pvithout questioning its

constitutionality?> We adhere to that view.

19 Shapira’s Opening Br. at 34.

2 Hoover v. Stated58 A.2d 816, 821 (Del. 2008).

Z Snell v. Engineered Sys. Designs, 1669 A.2d 13, 17 (Del. 1995) (quotidgstice v. Gatchell
325 A.2d 97, 102 (Del. 1974)).

22 See, e.gRapposelli v. State Farm Mut. Auto. Ins. (88 A.2d 425, 427-29 (Del. 2010).

14



4. Supplemental Jury Question

In its original verdict sheet, the jury apportionkability between Shapira
and CCHS, finding that Shapira was 65% at faultlevRICHS was 35% at fault.
CCHS then requested that the jury provide a supgiésh verdict explaining how
much of the 35% CCHS liability was attributable@G&HS’s agency relationship
with Shapira and how much was attributable to CGHS&ilure to properly manage
Shapira’s study. The Superior Court granted CCH&iest but made clear that
apportionment of liability given in the original neéct sheet would not be
modified?® The supplemental verdict apportioned 25% of CGHRBbility to the
failure to properly oversee Shapira’s study and 756 CCHS’s agency
relationship with Shapira. CCHS then moved to meféhe original verdict based
on the jury’s supplemental verdict. The Superiouf denied that motion.

CCHS argues that the jury’s 75/25 sub-apportionnéi@CHS'’s liability is
inconsistent with the jury’s overall 65/35 appontioent between Shapira and
CCHS. We need not reach that argument becaused/éhfit there was no basis
for granting the request for a supplemental jurgdiat in the first place. “Under
Delaware law, enormous deference is given to jargicts,® and they should not

be disturbed unless “the evidence preponderatéeaaly against the jury verdict

% App. to the Houghtons' Answering Br. at B-574-75.
#Young v. Frase702 A.2d 1234, 1236 (Del. 1997).

15



that a reasonable jury could not have reachedethatr?

Here, no one argues that the original verdict waseasonable, let alone
against the great weight of the evidence. CCHSndidobject to the form of the
original jury verdict sheet. Nor did CCHS objeotthe jury instructions, which
explained how the jury was to apportion liabilityThe Superior Court further
noted that the jury did not appear to be confusinieby the original verdict sheet
or by the jury instructions. Quite simply, it waso late for CCHS to move to
supplement the jury’s verdict once the verdict badn returned. We find that the
supplemental verdict is invalid and instruct thep&ior Court to strike that
verdict.

5. Jury Instruction on Proximate Cause

Shapira argues that the Superior Court’s jury utdion on proximate cause
contained an error of law. The Superior Courtringed the jury in relevant part
as follows:

Proximate cause is a cause that directly produeldrm, and but for

which the harm would not have occurred. A proxgneduse brings

about,or helps to bring abouthe plaintiff's injuries, and it must have

been necessary to the result. There may be maredhe proximate

cause of an injurs?

Shapira says that the inclusion of the phrase &hpdto bring about” renders the

instruction legally incorrect because it is “incmbsnt with the ‘but for’ causation

% Storey v. Campe#r01 A.2d 458, 465 (Del. 1979).
% App. to CCHS’s Opening Br. at A-580 (emphasis alide
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standard that the Delaware Courts have adopfedUnder settled law, this
argument fails. This Court repeatedly has fourat the phrase “helps to bring
about” can be part of an accurate statement ofdhefor” causation standard.
Here, taking the jury instructions as a whole, waatude that the Superior Court
properly instructed the jury on the standard faxpmate cause.
CONCLUSION

The judgment of the Superior Court is AFFIRMED atite case is

REMANDED with instructions to the Superior Court ¥acate the supplemental

verdict. Jurisdiction is not retained.

27 CCHS's Opening Br. at 34.
% See, e.glreland v. Gemcraft Homes, In@9 A.3d 246, 2011 WL 4553166, at *3 (Del. Oct. 3,

2011) (TABLE); Pesta v. Warren888 A.2d 232, 2005 WL 3453825, at *2 (Del. De¢, 2005)
(TABLE).
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