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By Madeleine Pfefferle

Whether evidence
establishing the
physician complied with
this duty is admissible
when the validity of
consent is not contested
is under attack.
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Complications and Consents:
Admissibility of Informed Consent

Physicians are required to obtain
informed consent in treating patients in
the absence of few exceptions, such as
emergencies or certain mental health cri-
ses. Opinion 2.1.1 of the American Med-
ical Association Code of Medical Ethics
describes the informed consent process
as the communication between a patient
and physician that results in the patient’s
authorization or agreement to undergo a
specific medical intervention. See Opin-
ion 2.1.1, available at https://code-medi-
cal-ethics.ama-assn.org/ethics-opinions/
informed-consent. During the process, it
requires the physician to inform the patient
of (1) the diagnosis, (2) the nature and pur-
pose of the recommended intervention,
and (3) the risks, benefits, and alternatives
to the recommended course (“R/B/A”), in-
cluding forgoing treatment. Id. The process
is typically documented both by an entry
in the medical record that R/B/As were
discussed and memorialized in a written
form signed by the patient. Patients have
the right to choose which treatment course
with which they wish to proceed or refuse
medical treatment.

When Informed Consent is Being
Litigated

Failure to obtain informed consent can
result in disciplinary and/or potential legal
action. Different jurisdictions apply differ-
ent standards to physicians when adjudi-
cating failure to obtain informed consent
cases. See Ketchup v. Howard, 543 S.E.2d
371, 377 (Ga. Ct. App. 2000) (collecting
cases from all jurisdictions), overruled by
Blotner v. Doreika, 678 S.E.2d 80 (Ga. 2009)
(declining to extend the application of the
duty to obtain informed consent to chiro-
practors where the Georgia General Assem-
bly specifically codified the duty as applied
to specific providers and/or certain proce-

dures, but not extending the duty to chi-
ropractors). Jurisdictions also differ in the
weight written and signed consent forms
are given—whether they create a conclu-
sive or rebuttable presumption of valid-
ity—when consent is challenged.

As to the duty imposed, the majority of
jurisdictions require physicians to disclose
information a reasonably prudent physi-
cian in the same or similar circumstances
would disclose. See, e.g., Thompson v. Hall,
191 A.D.3d 1265 (N.Y. App. Div. 2021) (“To
succeed in a medical malpractice cause of
action premised on lack of informed con-
sent, a plaintiff must demonstrate that (1)
the practitioner failed to disclose the risks,
benefits and alternatives to the procedure
or treatment that a reasonable practitio-
ner would have disclosed and (2) a rea-
sonable person in the plaintiff's position,
fully informed, would have elected not to
undergo the procedure or treatment.”);
Rojas v. Barker, 195 P.3d 785, 789 (Kan.
App. 2008) (“The duty to disclose infor-
mation under the informed consent doc-
trine ‘is limited to those disclosures which
a reasonable medical practitioner would
make under the same or similar circum-
stances.”); Tashman v. Gibbs, 556 S.E.2d
772, 777 (Va. 2002) (“A physician’s duty
of disclosure is defined with reference to
the appropriate standard of care...[which
is] that degree of skill and diligence exer-
cised by a reasonably prudent practitioner
in the same field of practice or specialty
in Virginia” and which must be ordinar-
ily be established by expert testimony.);
see also N.C. Gen. Stat. § 90-21.13 (2018)
(“(a) No recovery shall be allowed against
any health care provider upon the grounds
that the health care treatment was ren-
dered without the informed consent of
the patient ...where: (1) The action of the
health care provider in obtaining the con-
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sent of the patient or other person autho-
rized to give consent for the patient was
in accordance with the standards of prac-
tice among members of the same health
care profession with similar training and
experience situated in the same or simi-
lar communities; and (2) A reasonable per-
son, from the information provided by the
health care provider under the circum-
stances, would have a general understand-
ing of the procedures or treatments and
of the usual and most frequent risks and
hazards inherent in the proposed proce-
dures or treatments which are recognized
and followed by other health care provid-
ers engaged in the same field of practice in
the same or similar communities; or (3) A
reasonable person, under all the surround-
ing circumstances, would have undergone
such treatment or procedure had he been
advised by the health care provider in
accordance with the provisions of subdi-
visions (1) and (2) of this subsection.); Fla.
Stat. Ann. § 766.103 (2018) (similar).

Other jurisdictions require a physician
to disclose information that a reasonable
patient would consider material. See, e.g.
Street v. Upper Chesapeake Med. Ctr.,
Inc.,
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311 A.3d 321, 337 (Md. 2024) (adopting a
“patient-focused” version of informed con-
sent, in which the court analyzes the “data
the patient requires in order to make an
intelligent decision”; “not what the physi-
cian in the exercise of his medical judg-
ment thinks a patient should know before
acquiescing in a proposed course of treat-
ment...Consequently, ‘the scope of the phy-
sician’s duty to inform is to be measured
by the materiality of the information to
the decision of the patient’ as ‘determined
by reference to a general standard of rea-
sonable conduct’ rather than professional
standard of care.” Information is mate-
rial when ‘a physician knows or ought to
know [it] would be significant to a rea-
sonable person in the patient’s position
in deciding whether or not to submit to
a particular medical treatment or proce-
dure.”); Matthies v. Mastromonaco, 733
A.2d 456, 461-62 (N.J. 1999) (explaining
the informed consent standard obligates
physicians to disclose information that is
material to a reasonable patient’s informed
decision: “Physicians thus remain obligated
to inform patients of medically reasonable
treatment alternatives and their attendant

probable risks and outcomes. Otherwise,
the patient, in selecting one alternative
rather than another, cannot make a deci-
sion that is informed....The test for mea-
suring the materiality of a risk is whether
a reasonable patient in the [plaintiff]’s
position would have considered the risk
material.”).

The scope of the duty to provide
informed consent, the burden a plaintiff
must meet to prove a failure to obtain
informed consent, and the weight given
to a written/signed consent form are areas
with reasonably well-developed case law
in most jurisdictions. A more recent trend,
however, challenges the admissibility of
informed consent and known risk/com-
plication evidence when plaintiffs stipu-
late that the defendant physician obtained
valid informed.

When Valid Informed Consent is
Conceded

When plaintiffs do not challenge the,
validity of informed consent, they seek
to exclude evidence that this fundamen-
tal process occurred, which can be par-
ticularly detrimental to cases where the
plaintiff suffered a known complication of
a particular course of treatment of which
he or she was advised. Most notably, plain-
tiffs are seeking to exclude the signed con-
sent forms. However, some plaintiffs are
seeking to exclude all evidence related to
the informed consent process, including
notes in the medical record documenting
the informed consent process occurred
and testimony elaborating on the same.
Even more concerning, some plaintiffs
are seeking to exclude evidence of known
risks/complications. Where the validity of
informed consent is not challenged, plain-
tiffs argue—and many courts are agree-
ing—evidence of what the physician told
the patient/what the patient knew is not
relevant. Plaintiffs further argue that even
if such evidence is relevant, the probative
value is largely outweighed by the risk of
prejudice, confusing the issues, and mis-
leading the jury.

The fact that a known complication can
occur in the absence of negligence supports
the duty to obtain informed consent and
disclose risks, benefits, and alternatives
so that the patient can choose his or her
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preferred method of treatment. However,
in efforts to preclude the jury from hear-

Some plaintiffs are
seeking to exclude all
evidence related to
the informed consent
process, including

notes in the medical
record documenting
the informed consent
process occurred and
testimony elaborating
on the same.

ing that the plaintiff-patient was informed
there was a risk that he or she would suf-
fer the very complication upon which the
alleged negligence is based, plaintiffs seek
to equate informed consent evidence and
the doctrine of assumption of risk or some
sort of waiver.

Even when the validity of informed con-
sent is not at issue, evidence supporting
consent was validly obtained is helpful.
In countering plaintiffs’ arguments and
seeking to admit informed consent and
known risk/complication evidence, defense
counsel must show why it is relevant and
not unduly prejudicial. First, exclusion of
informed consent evidence presents an
unnecessary risk that the jury will improp-
erly infer that the provider did not ade-
quately obtain informed consent based on
their own medical experiences participat-
ing in informed consent discussions and
signing consent forms. Further, juries are
capable of understanding that consenting
to treatment that carries a risk of certain
complications is not the same as consent-
ing to negligent treatment that causes the
same alleged injury. Jurors are trusted to
follow the law as the judge instructs. If ju-
rors are trusted to understand they cannot
infer negligence from the mere occurrence
of an adverse outcome; they can be trusted

to understand that giving informed con-
sent is not a waiver of a right to sue for
negligence. Further, informed consent evi-
dence is relevant to causation and it can
potentially be used to support standard of
care in diagnosis and evaluation. It also
implicates the credibility of witnesses in
that it may be used to impeach the plain-
tiff or bolster the defendant.
Approximately one-quarter of United
States jurisdictions have addressed the
issue of the admissibility of informed con-
sent evidence and concluded that it is gen-
erally irrelevant and inadmissible unless
offered for a specific purpose. These juris-
dictions include Connecticut, Delaware,
Illinois, Indiana, Maryland, Missouri,
Nebraska, New Jersy, Ohio, Oregon, Penn-
sylvania, and Virginia. It is critical, how-
ever, that this trend of excluding informed
consent does not erode the ability to offer
evidence of known complications and edu-
cating the jury that such complications can
occur in the absence of negligence. The
Supreme Court of Pennsylvania explained
the difficulty in achieving a fair balance in
complex, medical litigation:
The complex nature of the practice of
medicine - requiring, in the litigation
realm, expert testimony for virtually all
aspects of a plaintiff’s burden to prove
negligence, as well as in defense to those
allegations - is central to our admissibil-
ity inquiry. Determining what consti-
tutes the standard of care is complicated,
involving considerations of anatomy and
medical procedures, and attention to a
procedure’s risks and benefits. Further,
a range of conduct may fall within the
standard of care. While evidence that a
specific injury is a known risk or com-
plication does not definitively establish
or disprove negligence, it is axiomatic
that complications may arise even in
the absence of negligence. We empha-
size that the art of healing frequently
calls for a balancing of risks and dan-
gers to a patient. Consequently, if injury
results from the course adopted, where
no negligence or fault is present, liability
should not be imposed upon the institu-
tion or agency actually seeking to assist
the patient. As a result, risks and com-
plications evidence may clarify the ap-
plicable standard of care, and may be
essential to prove in this area, a com-

plete picture of that standard, as well as
whether such standard was breached.
Stated another way, risks and complica-
tions evidence may assist the jury in de-
termining whether the harm suffered
was more or less likely to be the result
of negligence. Therefore, it may aid the
jury in determining both the standard of
care and whether the physician’s conduct
deviated from the standard of care...we
hold that evidence of the risks and com-
plications of a procedure may be admis-
sible in a medical negligence case for
these purposes.

Mitchell v. Shikora, 209 A.3d 207, 318
(Pa. 2019). The Mitchell plaintiff alleged
a gynecologist negligently cut her colon
during a laparoscopic hysterectomy. See
generally, id. The trial court excluded
patient-specific informed consent evi-
dence but allowed evidence of the risks
and complications of the surgical proce-
dure at issue. Id. The jury returned a ver-
dict for the defense. The plaintiff filed a
motion for new trial on the grounds that
the court erred in denying her motion
in limine to exclude evidence of known
risks. Id. The request for relief was denied
and plaintiff appealed. The Pennsylvania
Supreme Court granted allocatur limited
to the issue of admissibility of evidence of
general risks and complications after the
intermediate appellate court remanded the
case for a new trial finding the risks and
complications evidence was irrelevant to
the standard of care. Id.

Similarly, the Nevada Supreme
Court recently analyzed the admissibil-
ity of informed consent evidence and risk/
complication evidence. See Taylor v. Brill,
539 P.2d 1188 (Nev. 2023). The plaintiff
alleged her gynecologist was negligent in
perforating her uterus and bowel during
a hysterectomy. Id. Pre-trial, the plaintiff
sought to exclude any references to known
risks or complications, as well as patient
education documents and the informed
consent evidence. Id. The trial court
allowed known complication evidence,
including evidence that the plaintiff was
aware of the risks and complications asso-
ciated with the procedure, but excluded the
informed consent form. Id. After hearing
the evidence, a jury returned a unanimous
verdict for the defense. Id. On appeal, the
Nevada Supreme Court found that expert
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testimony regarding risks and complica-
tions of the procedure at issue is admis-
sible in establishing the standard of care
and breach. Id. However, the Court parsed
that lay witness testimony and hospital lit-
erature related to known risks and com-
plications was not suitable for establishing
the elements of a malpractice claim and
deemed such evidence inadmissible. Id.

Courts that exclude evidence of
what the patient knew about risks and
complications have reasoned that assump-
tion of risk doctrine is largely inapplica-
ble in the medical malpractice setting. See
e.g., Storm v. NSL Rockland Place, LLC,
898 A.2d 874 (Del. Super. Ct. 2005). The
Court explained that the common themes
in cases where the assumption of risk doc-
trine may be an appropriate defense rarely
present in the context of healthcare. Id.
at 883. The assumption of risk defense is
appropriate when a plaintiff chooses (1)
to engage in an activity out of personal
preference, not necessity or (2) to partici-
pate in an inherently risky activity during
the course of which he or she understands
others may not act with ordinary care. Id.
The Court rejected that patients choose to
be sick or otherwise in need of care, deem-
ing the first theory of assumption of risk
inapplicable in the medical context, short
of cosmetic care. Id. (concluding “The ele-
ment of choice is missing.”). The Court
further held “there is virtually no scenario
in which a patient can consent to allow a
healthcare provider to exercise less than
‘ordinary care’ in the provision of serv-
ices[,]” deeming the second theory inappli-
cable. Id. at 884.

However, while patients and plain-
tiffs may not choose to be sick or require
care, they certainly are entitled to partic-
ipate in choosing their treatment based
on the available alternatives and risks and
benefits associated with the same. Indeed,
that is the very foundation of the duty
physicians owe to patients in obtaining
informed consent. The choice is more com-
plex than the common example of a plain-
tiff assuming risk of injury by choosing to
participate in a sporting event that involves
physical contact, but a choice does remain.
Patients decline treatment options pre-
sented frequently. Some decline life-sav-
ing treatment for religious reasons (such as
declining blood transfusions) or personal

preference, quality of life reasons (such
as declining chemotherapy when diag-
nosed with terminal cancer). Accordingly,
defense counsel needs to educate the courts
on the complexity to ensure that plaintiffs
are not permitted to oversimplify complex
medical issues and exclude all evidence
of informed consent and known risks/
complications.

Practice Pointers:

+ Be prepared to argue during motions in
limine and/or at the time the evidence is
sought to be introduced:

o Collect orders and be prepared
with case law (persuasive author-
ity if no bind authority exists in the
jurisdiction);

o Be prepared to distinguish known
risk/complication evidence as an
element of the standard of care and
potential breach from assumption of
risk or wavier;

o Clearly articulate to the judge the
purpose of offering such evidence;

o If a plaintiff’s in limine to exclude
informed consent evidence is granted,
revisit the issue throughout the trial as
plaintiff may open the door to the evi-
dence being admitted;

+ Know the records:

o Consider whether a written, signed
consent form may or may not be
admissible;

o Consider whether entries that R/B/
As were discussed must be redacted;

o Consider whether discharge instruc-
tions will may or may not be
admissible;

» When preparing for trial, be mindful
of the words counsel, providers, and
experts use:

o Advise providers testify about
“known complications”

o Illicit testimony regarding the risks,
benefits, and alternatives consid-
ered given the plaintiff’s medical
condition/comorbidities

o Direct experts to explain “accepted/
tolerated risk” of adverse outcomes
in spite of the best of care/in the
absence of negligence

o Avoid the word “consent”

« If informed consent evidence is admit-
ted over plaintiff’s objection for any pur-

Approximately one-
quarter of United
States jurisdictions
have addressed

the issue of the
admissibility of

informed consent
evidence and
concluded that it is
generally irrelevant
and inadmissible
unless offered for a
specific purpose.

examples of jury instructions:

(o]

“The question of whether [the
patient] gave consent to the sur-
gery in question is not to be con-
sidered by you. Informed consent is
not a defense to allegations of med-
ical negligence and does not relieve
a physician from the duty to exercise
that degree of care of skill ordinarily
exercised by the profession generally
under similar conditions and sur-
rounding circumstances.” Haskins
v. Georgia Neurosurgical Institute,
PC, 845 S.E.2d 770, 775 (Ga. Ct.
App. 2020) (finding no abuse of dis-
cretion where the informed con-
sent evidence was admissible to
impeach the patient’s wife’s testi-
mony, though not otherwise rele-
vant or admissible to the issue of
liability).

“A healthcare provider has the duty
to possess and use the care, skill, and
knowledge ordinarily possessed and
used under like circumstances by
other healthcare providers engaged
in similar practice in the same or
similar communities. The fact that
a patient goes through with a pro-
cedure having been advised of the
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risks of such procedure does not
change or alter the duty of the health
care provider to possess and use
the care, skill and knowledge ordi-
narily possessed and used under
like circumstances by other health-
care providers engaged in a simi-
lar practice in the same or similar
communities.” Hillyer v. Midwest
Gastrointestinal Associates, PC, 883
N.W.2d 404, 418-19 (Neb. Ct. App
2016) (finding the trial court erred
in admitting “risk-of-procedure
discussions” but sufficiently miti-
gated prejudice through the limit-
ing instruction).

0o “[S]imply because a particular
injury is considered to be a risk of
the procedure does not mean that
a physician is relieved of the duty
of adhering to the appropriate
standard of care and does not mean
that because the injury was a risk of
the procedure injury did not result
from the failure to confirm with the
standard of care.” Hayes v. Camel,
927 A.2d 880, 890-94 (Conn. 2007)
(finding the instruction mitigated
the prejudice and risk of inappro-
priate inferences that could be made

from improperly admitted evidence
that the plaintiff was informed of
the risks through both the provid-
er’s testimony and office notes).

See, e.g., “Defendants’ exhibits #33
and #35 that are titled ‘Operative
and Invasive Procedure Informed
Consent’ have been received into
evidence which tend to show con-
sent by the patient [] to the oper-
ation/procedure and anesthetic
described in the form and tends
to show acknowledgement by the
patient of her understanding of the
stated risks inherent to that opera-
tion/ procedure. These documents
are not and cannot be considered by
you as a release from liability given
to a health care provider for any acts
of negligence committed by a health
care provider in the operation/ pro-
cedure described in the consent
forms. A patient cannot consent to
the negligence of a health care pro-
vider. You may consider these exhib-
its, but only for the limited purposes
listed in the informed consent. You
may not consider them for any
other purpose.” (limiting instruc-
tion agreed to by plaintiff and given

~

by North Carolina Superior Court in
known complication case tried to a
defense verdict without appeal).

Conclusion

It is well established that physicians
owe a duty to inform their patients of
the risks and benefits of each treatment
method available, including no treatment
at all. However, whether evidence estab-
lishing the physician complied with this
duty is admissible when the validity of
consent is not contested is under attack. If
plaintiffs have continued success in erod-
ing the admissibility of informed consent
and known risk/complication evidence,
healthcare providers will have a difficult
time defending known complication cases.
Defense counsel must be prepared at all
stages to appropriately frame the issues
and get this important evidence admitted.
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Discuss these topics and more at next
year's Medical Liability and Health Care
Law Seminar. Sign up to be notified when
registration opens for great savings.
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