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Weekly Summary 
 
We completed our discussion of the formation, termination, and limitation of the treatment 
relationship. We then examined federal nondiscrimination statutes, especially EMTALA and the 
ADA. 
 
This week, we turn back to state law to examine the doctrine of informed consent, one type of 
medical malpractice. We will spend several class sessions on informed consent. This time, we 
will focus on two things. First, it is important to distinguish informed consent from medical 
battery. These two torts are related but separate and distinct tort theories that apply in different 
factual circumstances.  Second, we will walk through the four elements of informed consent. 
These are the same as the elements of any tort: duty, breach, damages, and causation.  
 
This session is an introductory overview. Next time, we will zoom in on specific informed 
consent issues. 
 
 
 
Reading 
 
All the following materials are collected into a single PDF document: 

• Canterbury v. Spence (D.C. Cir. 1972) (21 pages) 
• Culbertson v. Mernitz (Ind. 1992) (9 pages) 
• Rizzo v. Schiller (Va. 1994) (3 pages) 
• Pope, J. L. Med. & Ethics (2017) (18 pages w/o endnotes) 

 
 
 
 
 
 
 
 



Objectives 
 
By the end of this week, you will be able to: 
 

• Analyze and apply all four elements of an informed consent claim (duty, breach, 
causation, and damages) (3.1). 

• Distinguish informed consent from medical battery (3.2). 
• Distinguish informed consent from medical malpractice (3.3). 
• Distinguish the two leading disclosure standards (measures of duty): reasonable patient 

and reasonable physician (3.4). 
• Distinguish, analyze, and apply three distinct sub-elements of causation (3.5). 















































Supreme Court of Indiana.
Patty Jo CULBERTSON and Jack Culbertson, Ap-

pellants, (Plaintiffs Below)
v.

Dr. Roland B. MERNITZ, Appellee. (Defendant
Below)

No. 25S03-9210-CV-876.

Oct. 29, 1992.

After medical review panel found no evidence to
support malpractice allegations against physician
arising out of bladder suspension and cryosurgery
which resulted in plaintiff's cervix adhering to wall
of her vagina, plaintiffs filed civil action. The Cir-
cuit Court, Fulton County, Douglas B. Morton, J.,
granted summary judgment for physician on all
claims. Plaintiffs appealed. The Court of Appeals,
591 N.E.2d 1040, reversed in part determining that
claim of lack of informed consent did not require
expert medical testimony. Physician sought trans-
fer. The Supreme Court, Krahulik, J., granted peti-
tion to transfer and held that: (1) reasonably
prudent physician standard rather than prudent pa-
tient standard applied to informed consent cases,
and thus, expert medical testimony was required,
and (2) risk of adherence of cervix to vaginal wall
was not matter commonly known to lay persons re-
quiring plaintiffs to provide expert medical testi-
mony on informed consent claim.

Court of Appeals opinion vacated; trial court af-
firmed.

Dickson, J., dissented and filed opinion in which
DeBruler, J., concurred.

West Headnotes

[1] Health 198H 906

198H Health
198HVI Consent of Patient and Substituted

Judgment
198Hk904 Consent of Patient

198Hk906 k. Informed Consent in Gener-
al; Duty to Disclose. Most Cited Cases

(Formerly 299k15(8) Physicians and Surgeons)
In informed consent cases, reasonably prudent
physician standard and not prudent patient standard
of care applies.

[2] Health 198H 821(4)

198H Health
198HV Malpractice, Negligence, or Breach of

Duty
198HV(G) Actions and Proceedings

198Hk815 Evidence
198Hk821 Necessity of Expert Testi-

mony
198Hk821(4) k. Gross or Obvious

Negligence and Matters of Common Knowledge.
Most Cited Cases

(Formerly 299k18.80(8) Physicians and Sur-
geons)
Except in those cases where deviation from stand-
ard of care is matter commonly known to lay per-
sons, expert medical testimony is necessary to es-
tablish whether physician has or has not complied
with standard of reasonably prudent physician.

[3] Health 198H 926

198H Health
198HVI Consent of Patient and Substituted

Judgment
198Hk922 Proceedings and Actions

198Hk926 k. Weight and Sufficiency of
Evidence. Most Cited Cases

(Formerly 299k18.80(7) Physicians and Sur-
geons)
Risk of adherence of cervix to vaginal wall during
bladder suspension and cryosurgery was not matter
commonly known to lay persons, and thus,
plaintiffs were required to provide expert medical
testimony to refute unanimous opinion issued by
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medical review panel on claim of lack of informed
consent as to what reasonably prudent physician
would have discussed with patient concerning pro-
posed surgery.
*98 Patrick M. O'Brien, Alastair J. Warr, Steers
Sullivan McNamar & Rogers, Indianapolis, for ap-
pellants.

Mark W. Baeverstad, Hunt Suedhoff Borror & Eil-
bacher, Fort Wayne, for appellee.

ON PETITION TO TRANSFER

KRAHULIK, Justice.

Roland B. Mernitz, M.D., (Appellee-Defendant)
seeks transfer from the Court of Appeals' reversal
of a summary judgment entered in his favor. Cul-
bertson v. Mernitz (1992), Ind.App., 591 N.E.2d
1040. The issue squarely presented in this petition
is whether expert medical testimony is required to
establish the standard of care of health care pro-
viders on the issue of informed consent. Because
this Court has not previously written on this sub-
ject, we accept transfer.

The facts of the case are as follows. Dr. Mernitz
first saw Patty Jo Culbertson on March 28, 1988.
Her chief complaint was that of uncontrollable
leakage of urine and discharge from the vagina.
After performing a physical examination, Dr. Mern-
itz determined that she was suffering from urinary
stress incontinence due to a mild cystocele, which
is a bulging of the bladder into the vagina. Addi-
tionally, he determined that she had cervicitis,
which was causing the vaginal discharge. Thirdly,
he found that she had multiple fibroid tumors *99
of the uterus. His recommendation was that she
should undergo a surgical procedure known as a
MMK procedure FN1 in order to suspend the blad-
der and either a hysterectomy or cryosurgery to
freeze the infected tip of the cervix. Dr. Mernitz
contends that he advised her of the general risks of
any surgery, viz. infection, bleeding, and death, and
that, with respect to the bladder suspension, he ex-

plained to her the risk that the procedure could fail
and the possibility that she would be unable to void.
Additionally, with respect to the cryosurgery he
contends he told her that she would have severe va-
ginal discharge for two weeks and a milder dis-
charge for six weeks thereafter. Mrs. Culbertson, on
the other hand, denies that any of these risks were
explained to her. Both parties, however, agree that
Dr. Mernitz did not advise her of a risk that the cer-
vix could become adhered to the wall of the vagina.

FN1. Marshall Marchetti Krantz proced-
ure.

Following this office visit, Mrs. Culbertson decided
to proceed with the bladder suspension and cryosur-
gery. She was admitted to the hospital and under-
went these procedures. Post-surgically, Mrs. Cul-
bertson's cervix adhered to the wall of her vagina.
Dr. Mernitz prescribed medication for this condi-
tion, but Mrs. Culbertson became dissatisfied with
his care and saw another surgeon who eventually
performed a total abdominal hysterectomy, bilateral
salpingo-oophorectomy which involves the removal
of both ovaries, and another bladder suspension.

Following this surgery, Mr. and Mrs. Culbertson
filed a proposed complaint against Dr. Mernitz with
the Indiana Department of Insurance in four counts.
Count I alleged that the adherence of the cervix to
the vagina was caused by negligent cautery of the
cervix. Count II alleged that Dr. Mernitz failed to
inform Mrs. Culbertson of the alternatives to sur-
gery and the inherent risks and complications of
surgery. Count III alleged that Dr. Mernitz refused
to treat and abandoned Mrs. Culbertson. And Count
IV alleged a claim for loss of consortium by Mr.
Culbertson.

A medical review panel was convened and, after
submission of evidence to it, issued its written
opinion. On Count I the panel unanimously found
that there was no evidence to support the allegation
that the surgery had been negligently performed.
Similarly, it found no evidence to support the alleg-
ation in Count III that Dr. Mernitz had abandoned
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Mrs. Culbertson. With respect to the informed con-
sent issue alleged in Count II, the panel ruled:

The Panel determines that [Dr. Mernitz] did not
advise [Mrs. Culbertson] of the complication of
cervical adhesion to the vagina; the Panel further
determines that such non-disclosure does not con-
stitute a failure to comply with the appropriate
standard of care, as such complication is not con-
sidered a risk of such surgery requiring disclosure
to the patient.

The Culbertsons filed their civil action in a com-
plaint that mirrored the allegations of the proposed
complaint. After answering this complaint, Dr.
Mernitz moved for summary judgment relying on
the expert opinion issued by the medical review
panel. The Culbertsons did not file an affidavit or
other evidence in opposition to the motion for sum-
mary judgment, but argued to the trial court that the
“prudent patient” standard should be utilized in
evaluating informed consent claims. The trial court
entered summary judgment on all four counts. The
Culbertsons appealed to the Court of Appeals on
the informed consent issue and argued that expert
medical testimony is not necessary to make a prima
facie case of lack of informed consent because the
“prudent patient” standard is the law in this State
and such standard does not contemplate the neces-
sity of expert medical testimony.

The Court of Appeals agreed with the Culbertsons
that the trial court had erroneously entered sum-
mary judgment on Counts II and IV because an is-
sue of fact remained as to whether the risk of cer-
vical adhesion to the vagina was a “material risk”.
591 N.E.2d at 1042. The court further held that that
issue was a question for *100 the jury which does
not require expert testimony as to materiality, al-
though expert testimony might be required to estab-
lish the existence and extent of the risk. Id. Judge
Hoffman disagreed and filed a dissenting opinion in
which he set forth his belief that a physician must
disclose those risks which a reasonably prudent
physician would disclose under the circumstances.
Id. at 1043. He further reasoned that the situation in

the instant case was clearly outside the realm of a
layperson's comprehension, and that expert testi-
mony was required to establish whether the disclos-
ure was reasonable. He concluded that Culbertson's
failure to present any expert testimony contrary to
the panel's express findings on this issue made
entry of summary judgment in favor of Dr. Mernitz
proper. Because of the divergence of opinions in
the Court of Appeals on this precise issue, we must
determine the role, if any, played by expert medical
opinion in resolving claims of medical malpractice
premised upon a failure to obtain an informed con-
sent.

The courts, historically, have established the stand-
ard of care required of physicians when treating pa-
tients. The law requires that a physician treating a
patient possess and exercise that degree of skill and
care ordinarily possessed and exercised by a physi-
cian treating such maladies in the same or similar
locality. Worster v. Caylor (1953), 231 Ind. 625,
110 N.E.2d 337 (overruled on other grounds).FN2

In order for a lay jury to know whether a physician
complied with the legally prescribed standard of
care, expert testimony has generally been held to be
required. Id., 231 Ind. at 630, 110 N.E.2d at 340.
This requirement was premised on the logical belief
that a non-physician could not know what a reason-
ably prudent physician would or would not have
done under the circumstances of any given case.
Therefore, an expert familiar with the practice of
medicine needed to establish what a reasonably
prudent physician would or would not have done in
treating a patient in order to set before the jury a
depiction of the reasonably prudent physician
against which to judge the actions of the defendant
physician. An exception was created in cases of res
ipsa loquitur on the premise that in such cases a lay
jury did not need guidance from a physician famili-
ar with medical practice as to what was required of
a reasonably prudent physician because the defi-
ciency of practice “spoke for itself.” Kranda v.
Houser-Norborg Med. Corp. (1981), Ind.App., 419
N.E.2d 1024, 1042. This was the settled law of
most American jurisdictions, including Indiana, pri-
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or to the early 1970's when two cases on the oppos-
ite coasts carved out an additional exception to the
requirement of expert medical testimony in the area
of “informed consent”.

FN2. Most recently, in Vergara v. Doan
(1992), Ind., 593 N.E.2d 185, 187, this
Court shortened the definition of the stand-
ard to be that of a reasonably careful, skill-
ful and prudent practitioner acting under
the same or similar circumstances.

In Cobbs v. Grant (1972), 8 Cal.3d 229, 104
Cal.Rptr. 505, 502 P.2d 1, the California Supreme
Court held that expert testimony is not required to
establish a physician's duty to disclose risks of a
proposed treatment. The premise of this opinion
was that placing unlimited discretion in the medical
community to determine what risks to disclose was
irreconcilable with the basic right of a patient to
make the ultimate informed decision regarding a
course of treatment. The court reasoned that a phys-
ician is in the best position to appreciate the risks
inherent in the proposed procedure, the risks inher-
ent in deciding not to undergo the proposed proced-
ure, as well as the chances of a successful outcome.
The court held that once this information had been
disclosed, however, the expert function of the phys-
ician had been performed and the decisional task of
weighing the positive benefits of the proposed pro-
cedure against the negative possibilities inherent in
the procedure passed solely and exclusively to the
patient. Finally, the court opined that a jury is in the
best position to determine whether the physician
gave the patient the information needed by the pa-
tient to weigh the alternatives and make the ulti-
mate decision of whether to proceed with the pro-
posed treatment.

*101 In the same year, the Court of Appeals for the
District of Columbia decided Canterbury v. Spence
(1972), 464 F.2d 772, cert. den., 409 U.S. 1064, 93
S.Ct. 560, 34 L.Ed.2d 518. In Canterbury, the court
also held that expert testimony was not required to
establish a physician's duty to disclose risks of a
proposed treatment. It reasoned that while an expert

may be required to identify for the jury the risks of
the proposed treatment and the risks of non-
treatment, a jury did not need expert guidance on
whether a particular risk was material to a patient's
ultimate decision. The court held that “a risk is thus
material when a reasonable person, in what the
physician knows or should know to be the patient's
position, would be likely to attach significance to
the risk or cluster of risks in deciding whether or
not to forego the proposed therapy.” 464 F.2d at
787. With that as the standard of care in informed
consent cases, the court concluded that a lay jury
was in as good a position as a physician to determ-
ine whether the physician had informed the patient
of the facts such a patient would “need to know” in
order to arrive at a decision.

This view has been adopted in approximately ten
jurisdictions, while the traditional view that expert
medical testimony is necessary to inform the jury of
what a reasonably prudent physician would disclose
remains the law in approximately 25 jurisdictions.
See Daniel E. Fields, Annotation, Necessity and
Sufficiency of Expert Evidence to Establish Exist-
ence and Extent of Physician's Duty to Inform Pa-
tient of Risks of Proposed Treatment, 52 A.L.R.3d
1084 (1973 & Supp.1991).

Informed Consent in Indiana Jurisprudence

[1] In the first reported Indiana case to discuss the
doctrine of informed consent, the Court of Appeals
declined to determine either the extent of a physi-
cian's duty to disclose or the exceptions to such
duty, because that determination was not necessary
to the resolution of the case at hand. Joy v. Chau
(1978), 177 Ind.App. 29, 377 N.E.2d 670. The Joy
court, however, did hold:

It is clear that Indiana must recognize the duty of
a physician to make a reasonable disclosure of
material facts relevant to the decision which the
patient is requested to make. The duty arises from
the relationship between the doctor and patient,
and is imposed as a matter of law as are most leg-
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al duties.

177 Ind.App. at 39, 377 N.E.2d at 676-77 (citations
omitted). This discussion of informed consent was
next taken up and directly decided in Revord v.
Russell (1980), Ind.App., 401 N.E.2d 763. In Re-
vord, the Court of Appeals affirmed the trial court's
granting of a motion for judgment on the evidence
in favor of Dr. Russell over the plaintiff's assertion
that an issue of fact requiring a jury's resolution ex-
isted, even though no expert medical testimony had
been presented. In discussing this issue, the Revord
court quoted from both Cobbs, 104 Cal.Rptr. 505,
502 P.2d 1, and Canterbury, 464 F.2d 772, as well
as from 52 A.L.R.3d 1084. The court specifically
held, however, as follows:

In the instant case, the Revords offered no ex-
pert medical testimony, and laymen would have
no way of determining whether under the circum-
stances Mary Revord's parents had sufficient in-
formation to allow them to make an intelligent
decision. Brain surgery is not a matter within the
common knowledge or experience of laymen, and
we hold that medical testimony was required of
the Revords to establish a prima facie case under
their informed consent theory. No expert medical
evidence was offered by the Revords that a reas-
onable neurosurgeon, in the same or similar cir-
cumstances, would have told them of the risk of
injury suffered here or that the disclosures made
by Russell did not meet the standard of what a
reasonable neurosurgeon would have disclosed
under the same or similar circumstances. Thus
the trial court properly granted a directed verdict
in Russell's favor.

401 N.E.2d at 767 (citations and footnote omitted).
It is clear from the above-quoted holding that the
Revord court, although recognizing the discussion
of Cobbs and *102 Canterbury, continued to hold
the view that expert medical testimony was neces-
sary to prove a prima facie case of medical mal-
practice under the informed consent doctrine.

This view was continued in Searcy v. Manganhas
(1981), Ind.App., 415 N.E.2d 142. In affirming the

trial court's entry of judgment on the evidence, the
Searcy court cited Revord and held that judgment
on the evidence was appropriate because the
plaintiff patient had offered no expert medical testi-
mony to establish what risks the defendant physi-
cians had a duty to disclose. Therefore, the Searcy
court held that the patient's evidence lacked at least
one essential element necessary to establish a prima
facie case and the trial court properly granted the
motion for judgment on the evidence in the physi-
cian's favor. Id. at 145. This same rule of law was
restated in Ellis v. Smith (1988), Ind.App., 528
N.E.2d 826, where the Court of Appeals upheld the
entry of summary judgment in favor of a physician.
In so doing, the court reiterated its previous hold-
ings:

The general rule is that expert medical opinion
testimony is required to establish the content of
“reasonable disclosure” unless the situation is
clearly within the realm of laymen's comprehen-
sion, as where disclosure is so obvious that lay-
men could recognize the necessity of such dis-
closure.

In the present case, the reasonable disclosure
and informed consent necessary for elective foot
surgery on a muscular dystrophy patient is not
clearly within a layman's realm of comprehen-
sion. Plaintiffs were required to come forward
with expert medical opinion contrary to the unan-
imous finding of the medical review panel. The
question of an appropriate standard of care may
not be resolved without resort to expert testi-
mony.

528 N.E.2d at 828 (citations omitted).

This rule was followed in Payne v. Marion General
Hospital (1990), Ind.App., 549 N.E.2d 1043, where
the Court of Appeals reversed a summary judgment
entered in favor of the physicians in a case in-
volving the physician's order to not resuscitate, or
“no code”, a patient without discussing the matter
with the patient. The Payne court held that the situ-
ation involved in that case was within the realm of
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the ordinary layman's comprehension. Id. at 1050.
The court specifically held that a jury would not be
called upon to weigh a disclosure to determine if it
met the requisite standard of care as is typically the
case undertaken by the jury in informed consent
cases. Id. The court held that this was true because
in the case at bar, no disclosure whatsoever had
been made and no effort had been undertaken by
the physician to determine if the patient was com-
petent prior to entering the “no code” order over the
telephone. Id. The court continued, however, to fol-
low the general rule: “As a general rule, expert
medical testimony is required to establish whether
the disclosure by the physician is reasonable.
However, if the situation is clearly within the realm
of laymen's comprehension, expert medical testi-
mony is not required. Ellis, supra; Searcy, supra;
Revord, supra.” Id.

The Culbertsons urge that the Indiana Court of Ap-
peals arguably adopted the “prudent patient” stand-
ard of care as discussed in Canterbury in the case
of Spencer v. Christiansen (1990), Ind.App., 549
N.E.2d 1090. They are mistaken. The Spencer
court, in a one paragraph review of the general law,
stated that Indiana recognized the duty of a physi-
cian to “make a reasonable disclosure of material
facts relevant to the decision which the patient is
requested to make” and that, as a general rule,
“expert medical testimony is required to establish
the content of the ‘reasonable disclosure’.” Id. at
1091. The court, however, then continued and
stated that “whether the required disclosure oc-
curred and its adequacy is an issue of fact that does
not require medical expertise; accordingly medical
expert opinion on the jury issue is inappropriate.”
Id. As was recently recognized in Dickey v. Long
(1992), Ind., 591 N.E.2d 1010, much of the lan-
guage contained in Spencer was merely dicta be-
cause the specific holding in Spencer was that a
medical review panel had not resolved a disputed
fact and, consequently, the issue of whether that
case *103 required expert medical opinion was not
decided. Spencer is not, therefore, support for the
proposition advocated by the Culbertsons.

Finally, in Griffith v. Jones (1991), Ind.App., 577
N.E.2d 258, the Court of Appeals for the first time
departed from its previous holdings and concluded
that “the weight of authority supports the trial
court's determination that the prudent patient stand-
ard of care in informed consent cases, as articulated
in Canterbury, supra, has been adopted in Indiana.”
Id. at 264. Simply stated, our reading of the prior
cases, as set forth above, does not support this
statement and, to the contrary, leads us to conclude
that expert medical testimony is necessary to estab-
lish whether a physician's disclosure of risks com-
ports with what a reasonably prudent physician
would have disclosed. Because the court in the case
at issue here relied on its previous holding in Grif-
fith to reverse the summary judgment entered in fa-
vor of Dr. Mernitz, it erred. We hold that pursuant
to the precedent discussed above, the trial court
properly entered summary judgment in favor of Dr.
Mernitz.

Resolution of the issue of the necessity of expert
medical testimony in informed consent cases de-
pends on whether the issue is viewed through the
eyes of the physician or the patient. When viewed
through the eyes of the physician, it is easy to see
that a physician should not be required to guess or
speculate as to what a hypothetical “reasonably
prudent patient” would “need to know” in order to
make a determination. A physician should only be
required to do that which he is trained to do,
namely, conduct himself as a reasonably prudent
physician in taking a history, performing a physical
examination, ordering appropriate tests, reaching a
diagnosis, prescribing a course of treatment, and in
discussing with the patient the medical facts of the
proposed procedure, including the risks inherent in
either accepting or rejecting the proposed course of
treatment. From a physician's viewpoint, he should
not be called upon to be a “mind reader” with the
ability to peer into the brain of a prudent patient to
determine what such patient “needs to know,” but
should simply be called upon to discuss medical
facts and recommendations with the patient as a
reasonably prudent physician would.
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On the other hand, from the patient's viewpoint, the
physician should be required to give the patient suf-
ficient information to enable the patient to reason-
ably exercise the patient's right of self-decision in a
knowledgeable manner. Viewed from this vantage
point, the patient does not want the medical profes-
sion to determine in a paternalistic manner what the
patient should or should not be told concerning the
course of treatment. Thus, such a patient would
view the reasonably prudent physician standard as
destroying the patient's right of self-decision and,
impliedly, placing such decision under the exclus-
ive domain of the medical profession. While this
viewpoint may or may not have been justified in
1972 when Canterbury, and Cobbs, were decided, a
review of medical ethics standards of care in 1992
should assuage this fear.

The 1992 Code of Medical Ethics, as prepared by
the Council on Ethical and Judicial Affairs of the
American Medical Association, sets forth the med-
ical profession's standard on informed consent. It
reads as follows:

The patient's right of self-decision can be effect-
ively exercised only if the patient possesses
enough information to enable an intelligent
choice. The patient should make his own determ-
ination on treatment. The physician's obligation
is to present the medical facts accurately to the
patient or to the individual responsible for his
care and to make recommendations for manage-
ment in accordance with good medical practice.
The physician has an ethical obligation to help
the patient make choices from among the thera-
peutic alternatives consistent with good medical
practice. Informed consent is a basic social policy
for which exceptions are permitted (1) where the
patient is unconscious or otherwise incapable of
consenting and harm from failure to treat is im-
minent; or (2) when risk-disclosure poses such a
serious psychological *104 threat of detriment to
the patient as to be medically contraindicated.
Social policy does not accept the paternalistic
view that the physician may remain silent be-

cause divulgence might prompt the patient to
forego needed therapy. Rational, informed pa-
tients should not be expected to act uniformly,
even under similar circumstances, in agreeing to
or refusing treatment.

[2] We recognize this statement as a reasonable
statement on the issue of informed consent. There is
no need to change Indiana law on this issue. We
therefore hold that, except in those cases where de-
viation from the standard of care is a matter com-
monly known by lay persons, expert medical testi-
mony is necessary to establish whether a physician
has or has not complied with the standard of a reas-
onably prudent physician.

[3] In the present case we cannot say that the risk of
the adherence of the cervix to the vaginal wall is a
matter commonly known to lay persons. Therefore,
the Culbertsons needed to provide expert medical
testimony to refute the unanimous opinion issued
by the medical review panel in order to present a
material issue of fact as to what a reasonably
prudent physician would have discussed concerning
this proposed surgery. Without the presentation of
such expert medical opinion, the trial court could
only conclude that there was no genuine issue of
material fact and that summary judgment should be
entered for Dr. Mernitz.

We affirm the entry of summary judgment in this
case.

SHEPARD, C.J., and GIVAN, J., concur.
DICKSON, J., dissents, with separate opinion in
which DeBRULER, J., concurs.
DICKSON, Justice, dissenting.
Just last year, in Matter of Lawrance (1991), Ind.,
579 N.E.2d 32, 38, this Court proclaimed:

Indiana's common law doctrine of informed
consent recognizes the right of the patient “to in-
telligently reject or accept treatment.” Revord v.
Russell (1980), Ind.App., 401 N.E.2d 763, 767.
Perhaps the strongest explanation of the basis of
this rule is contained in Payne v. Marion General
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Hospital (1990), Ind.App., 549 N.E.2d 1043,
1046, trans. denied: “The patient's right of self-
determination is the sine qua non of the physi-
cian's duty to obtain informed consent. As Justice
(then Judge) Cardozo said: ‘Every human being
of adult years and sound mind has a right to de-
termine what shall be done with his own body....’
Schloendorff v. Society of New York Hospital
(1914), 211 N.Y. 125, 129, 105 N.E. 92, 93.”

Emphasizing respect for patient autonomy, we ac-
knowledged that liberty interests protected in the
Indiana Constitution and public policy values pre-
served in Indiana statutory and common law reflect
“a commitment to patient self-determination.” FN1

Id. at 39. In seeming disregard of these fundamental
principles, however, today's decision rejects the
prudent patient standard in informed consent cases.
It ignores “the basic human need of self-
determination and individual autonomy” in defer-
ence to decision-making by physicians. Id.

FN1. Shortly after the publication of Mat-
ter of Lawrance, the Journal of the Indiana
State Medical Association commented,
“The justices of the Indiana Supreme Court
are to be praised for their thoughtful and
reasoned approach to a difficult issue.”
James J. Nocon, M.D., J.D., “Doctors,
families and difficult decisions: the implic-
ations of the Lawrance case,” 84 Indiana
Medicine 808 (Nov.1991).

The central concern of the majority appears to be
whether a plaintiff should be permitted to establish
an informed consent claim without presenting ex-
pert medical testimony. This issue should not blind
the Court to the basic values articulated in
Lawrance. Nor does the prudent patient standard
eliminate the need for a plaintiff to present medical
expertise.

The doctrine of informed consent is rooted in the
belief, fundamental to American jurisprudence, that
every human being of adult years and sound mind
has a right to determine what shall be done with his

own *105 body. Canterbury v. Spence
(D.C.Cir.1972), 464 F.2d 772, 780 (citing W.
Prosser, Law of Torts § 18 (3d ed. 1964); Restate-
ment of Torts § 49 (1934)) cert. denied, 409 U.S.
1064, 93 S.Ct. 560, 34 L.Ed.2d 518. It is “every
man's right to forego treatment or even cure if it en-
tails what for him are intolerable consequences or
risks, however warped or perverted his sense of val-
ues may be in the eyes of the medical profession, or
even of the community, so long as any distortion
falls short of what the law regards as incompet-
ency.” Bee v. Greaves (10th Cir.1984), 744 F.2d
1387, 1392 (emphasis in original), citing 2 F. Harp-
er & F. James, Jr., The Law of Torts 61 (1986
Supp.), cert. denied, 469 U.S. 1214, 105 S.Ct.
1187, 84 L.Ed.2d 334. Thus, a physician is required
to disclose to the patient the risks of the proposed
treatment, the risks of alternate treatments avail-
able, and the risk attendant to no treatment at all.
LeBeuf v. Atkins (1979), 22 Wash.App. 877, 594
P.2d 923, 927, rev'd on other grounds, 93 Wash.2d
34, 604 P.2d 1287. Only when equipped with this
information can the patient meaningfully weigh
these risks and decide what course of action is most
appropriate. See Bee, 744 F.2d at 1392.

Informed consent is a requisite component of the
doctor-patient relationship, attributable in part to
the relative lack of parity in that relationship. The
trusting patient, typically unlearned in medical sci-
ence, is highly dependent upon the physician for the
information relied upon during the decisional pro-
cess, imposing upon the physician a unique disclos-
ure obligation toward the patient. Cobbs v. Grant
(1972), 8 Cal.3d 229, 104 Cal.Rptr. 505, 502 P.2d 1
.

To the physician, whose training enables a self-
satisfying evaluation, the answer may seem clear,
but it is the prerogative of the patient, not the
physician, to determine for himself the direction
in which his interests seem to lie. To enable the
patient to chart his course understandably, some
familiarity with the therapeutic alternatives and
their hazards becomes essential.
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Canterbury, 464 F.2d at 781 (footnotes omitted).

Cases alleging a lack of informed consent com-
monly arise in two situations: 1) a physician fails to
fulfill the duty to inform the patient of the risks of
proposed treatment or 2) a physician administers
treatment beyond that authorized by the patient.
Rumple v. Bloomington Hosp. (1981), Ind.App.,
422 N.E.2d 1309, 1312. The critical issue in both
scenarios is whether the patient was subjected to in-
herent risks of proposed treatment without being
permitted to intelligently reject or accept treatment.
Kerr v. Carlos (1991), Ind.App., 582 N.E.2d 860,
864.

Although there is widespread acceptance of the
doctrine of informed consent as a theory of liabil-
ity, there is disagreement concerning the role of ex-
pert medical witnesses in determining whether the
informed consent of the patient has been obtained.
Those invoking the “prudent patient” standard as-
sess the adequacy of the disclosure by requiring
mention of all inherent risks which a reasonably
prudent patient would consider material in deciding
to undergo or forego a particular procedure. While
medical expertise would be required to identify the
risks of proposed treatment and non-treatment, the
fact finder needs no expert guidance to determine
the materiality of a particular risk to a patient. Can-
terbury, 464 F.2d at 787. The “prudent physician”
standard, on the other hand, evaluates the adequacy
of the risk disclosure only from the physician's
viewpoint. Canterbury, 464 F.2d at 783.

Central to the prudent patient standard is the inclu-
sion of the word “material” to describe the risks of
which a patient should be informed. A risk is ma-
terial when a reasonable person, in what the physi-
cian knows or should know to be the patient's posi-
tion, would be likely to attach significance to the
risk or cluster of risks in deciding whether to forego
the proposed procedure. Canterbury, 464 F.2d at
787.

It seems obviously prohibitive and unrealistic to
expect physicians to discuss with their patients

every risk of proposed treatment-no matter how
small or remote-and generally unnecessary from
the patient's viewpoint as well.... In *106 our
view, the patient's right of self-decision shapes
the boundaries of the duty to reveal. That right
can be effectively exercised only if the patient
possesses enough information to enable an intel-
ligent choice. The scope of the physician's com-
munications to the patient, then, must be meas-
ured by the patient's need, and that need is the in-
formation material to the decision.

Id. at 786 (emphasis added) (footnotes omitted).

Expressing a preference for the prudent physician
standard, the majority claims support in a statement
FN2 published by the American Medical Associ-
ation that acknowledges a patient's right of self-
decision and the concomitant need for information
adequate for intelligent decision-making. Yet the
AMA “standard” cited by the majority fails to artic-
ulate parameters useful to physicians in determin-
ing the extent to which risks must be disclosed to a
patient. This failure to establish medical criteria is
understandable because the extent of disclosure is
essentially a non-medical determination. It is only
from the perspective of the ordinary person that a
fact-finder can realistically determines how much
information is “enough” for the ordinary reasonable
patient to make an informed decision. As expressed
in Canterbury:

FN2. The cited statement is entitled “1992
Code of Medical Ethics Current Opinions,”
and its preface states that the “opinions
which follow are intended as guides to re-
sponsible professional behavior, but they
are not presented as the sole or only route
to medical morality.” Preface, p. vii. As
such, these opinions are aspirational rather
than prescriptive.

Respect for the patient's right of self-
determination on particular therapy demands a
standard set by law for physicians rather than one
which physicians may or may not impose upon
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themselves.
Canterbury, 464 F.2d at 784 (emphasis added).
Similarly, the court in Cobbs emphasizes:

Unlimited discretion in the physician is irrecon-
cilable with the basic right of the patient to make
the ultimate informed decision regarding the
course of treatment to which he knowledgeably
consents to be subjected.

Cobbs, 104 Cal.Rptr. at 514, 502 P.2d at 10.

We further observe that the adoption of a physi-
cian-based standard and its deference to the medical
profession may invite the possibility of unintention-
al bias, protective self-interest, or worse. See, e.g.,
Moore v. Regents of the Univ. of Cal. (1990), 51
Cal.3d 120, 271 Cal.Rptr. 146, 793 P.2d 479
(concealed self-interest of physician deriving com-
mercial benefit from patient's spleen cells); Mink v.
University of Chicago (N.D.Ill.1978), 460 F.Supp.
713 (concealed fact of medical experiment); see
generally Theodore J. Schneyer, Informed Consent
and the Danger of Bias in the Formation of Medic-
al Disclosure Practices, Wis.L.Rev. 124 (1976);
Note, Restructuring Informed Consent: Legal Ther-
apy for the Doctor-Patient Relationship, 79 Yale
L.J. 1533 (1970).

The majority expresses concern that the prudent pa-
tient standard would onerously require a physician
to speculate as to what a hypothetical reasonable
prudent patient would “need to know.” Sympathy
for such a physician plight, however, is eclipsed by
the fundamental value of patient autonomy and
self-determination.

The prudent patient standard does not eliminate the
need for a plaintiff to present expert medical evid-
ence to establish a claim based upon the theory of
informed consent. Expert testimony is ordinarily re-
quired to establish the nature of the risks inherent in
a particular treatment, the probabilities of thera-
peutic success, the frequency of the occurrence of
particular risks, the nature of available alternatives
to treatment, and whether or not disclosure would

be detrimental to a patient. See Sard v. Hardy
(1977), 281 Md. 432, 379 A.2d 1014. Expert opin-
ion is also generally necessary to establish the
claimed injury proximately resulted from the non-
disclosed risk. Kerr, 582 N.E.2d at 864.

Those elements which are the province of the
medical profession must be established*107 by
the testimony of medical experts in the field of
inquiry. Thus, the existence of the risks and al-
ternatives which were present in the particular
physical condition would be beyond the know-
ledge of the layman and would have to be estab-
lished by medical testimony. On the other hand,
those matters which are not within the special
province of the training and experience of doctors
may be established by the testimony of any wit-
ness with knowledge of the particular inquiry,
such as whether the patient knew of the risk or
whether the average patient would consider the
risk in making a decision. There is no need to
prove what other doctors might tell their patients
in similar circumstances. The doctor has a duty to
disclose the material risks as a matter of law. The
testimony of medical experts is not necessary to
establish the duty to disclose that which the law
requires. Once the existence of a risk has been es-
tablished by expert medical testimony, there is no
need to take the next step and also prove by ex-
pert medical testimony that the doctor should
have told the patient about the risk. Once it has
been established by expert medical testimony that
a risk existed, then the existence of the risk is the
patients' business; and it is not for the medical
profession to establish a criteria for the dissemin-
ation of information to the patient based upon
what the doctors feel the patient should be told.

LeBeuf, 594 P.2d at 928 (citations omitted).

Contrary to the view expressed by the majority,
there is substantial and growing recognition of the
wisdom of the prudent patient standard expressed in
Canterbury and Cobbs and their progeny. Some 22
jurisdictions now favor this patient or materiality-
based standard.FN3 We should follow the lead of

FOR EDUCATIONAL USE ONLY Page 10
602 N.E.2d 98
(Cite as: 602 N.E.2d 98)

© 2010 Thomson Reuters. No Claim to Orig. US Gov. Works.

http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=350&FindType=Y&ReferencePositionType=S&SerialNum=1972111342&ReferencePosition=784
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=350&FindType=Y&ReferencePositionType=S&SerialNum=1972111342&ReferencePosition=784
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=661&FindType=Y&ReferencePositionType=S&SerialNum=1972125939&ReferencePosition=10
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=661&FindType=Y&ReferencePositionType=S&SerialNum=1972125939&ReferencePosition=10
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=661&FindType=Y&SerialNum=1990105493
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=661&FindType=Y&SerialNum=1990105493
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=661&FindType=Y&SerialNum=1990105493
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=345&FindType=Y&SerialNum=1978123696
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=345&FindType=Y&SerialNum=1978123696
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=345&FindType=Y&SerialNum=1978123696
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=345&FindType=Y&SerialNum=1978123696
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=1292&FindType=Y&SerialNum=0332657309
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=1292&FindType=Y&SerialNum=0332657309
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=1292&FindType=Y&SerialNum=0332657309
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=1292&FindType=Y&SerialNum=0332657309
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=162&FindType=Y&SerialNum=1977121163
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=162&FindType=Y&SerialNum=1977121163
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=162&FindType=Y&SerialNum=1977121163
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=578&FindType=Y&ReferencePositionType=S&SerialNum=1991202930&ReferencePosition=864
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=578&FindType=Y&ReferencePositionType=S&SerialNum=1991202930&ReferencePosition=864
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=661&FindType=Y&ReferencePositionType=S&SerialNum=1979123983&ReferencePosition=928
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=661&FindType=Y&ReferencePositionType=S&SerialNum=1979123983&ReferencePosition=928


our Court of Appeals in this case and in Griffith v.
Jones, (1991), Ind.App., 577 N.E.2d 258, and do
likewise. This Court should declare the prudent pa-
tient standard applicable in informed consent cases.

FN3. E.g., Fain v. Smith (1985), Ala., 479
So.2d 1150; Pedersen v. Zielski (1992),
Alaska, 822 P.2d 903; McKinney v. Nash
(1981), 120 Cal.App.3d 428, 174 Cal.Rptr.
642; Lambert v. Stovell (1987), 205 Conn.
1, 529 A.2d 710; Gordon v. Neviaser
(1984), D.C., 478 A.2d 292; Griffith v.
Jones (1991), Ind.App., 577 N.E.2d 258;
Pauscher v. Iowa Methodist Medical Ctr.
(1987), Iowa, 408 N.W.2d 355; Hondroulis
v. Schuhmacher (1988), La., 553 So.2d
398; Zeller v. Greater Baltimore Medical
Ctr. (1986), 67 Md.App. 75, 506 A.2d 646;
Halley v. Birbiglia (1983), 390 Mass. 540,
458 N.E.2d 710; Plutshack v. University of
Minnesota Hospitals (1982), Minn. 316
N.W.2d 1; Largey v. Rothman (1988), 110
N.J. 204, 540 A.2d 504; Congrove v.
Holmes (1973), 37 Ohio Misc. 95, 66
O.O.2d 295, 308 N.E.2d 765; Scott v.
Bradford (1979), Okla., 606 P.2d 554;
Zacher v. Petty (1992), 312 Or. 590, 826
P.2d 619 (statutory obligation agrees with
prior common law); Moure v. Raeuchle
(1992), 529 Pa. 394, 604 A.2d 1003;
Dewes v. Indian Health Serv. (D.S.D.,
1980), 504 F.Supp. 203; Barklay v. Camp-
bell (1986), Tex., 704 S.W.2d 8; Nixdorf v.
Hicken (1980), Utah, 612 P.2d 348;
Bertsch v. Brewer (1982), 97 Wash.2d 83,
640 P.2d 711; Cross v. Trapp (1982), 170
W.Va. 459, 294 S.E.2d 446; Keogan v.
Holy Family Hosp. (1980), 95 Wash.2d
306, 622 P.2d 1246; see annotation, Mod-
ern Status as to General Measure of Physi-
cian's Duty to Inform Patient of Risks of
Proposed Treatment, 88 A.L.R.3d 1008.

DeBRULER, J., concurs.
Ind.,1992.

Culbertson v. Mernitz
602 N.E.2d 98
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Supreme Court of Virginia.
Michael Sean RIZZO, Jr., etc., et al.

v.
Maurice SCHILLER, M.D.

Record No. 930977.

June 10, 1994.

Patient brought medical malpractice action against ob-
stetrician. The Circuit Court of Fairfax County, F.
Bruce Bach, J., granted obstetrician's motion to strike
informed consent claim and jury returned verdict for ob-
stetrician on negligence claim. Patient appealed. The
Supreme Court, Hassell, J., held that evidence was suf-
ficient to establish prima facie case of medical malprac-
tice for failure to obtain patient's informed consent for
use of obstetrical forceps.

Reversed and remanded.

West Headnotes

[1] Health 198H 906

198H Health
198HVI Consent of Patient and Substituted Judg-

ment
198Hk904 Consent of Patient

198Hk906 k. Informed Consent in General;
Duty to Disclose. Most Cited Cases

(Formerly 299k15(8) Physicians and Surgeons)
Physician owes duty to make reasonable disclosure to
patient of all significant facts under the circumstances;
this duty is limited to those disclosures that reasonable
medical practitioner would provide under same or simil-
ar circumstances.

[2] Health 198H 926

198H Health
198HVI Consent of Patient and Substituted Judg-

ment
198Hk922 Proceedings and Actions

198Hk926 k. Weight and Sufficiency of Evid-
ence. Most Cited Cases

(Formerly 299k18.80(8) Physicians and Surgeons)
In most cases, expert testimony is necessary to establish
those instances where physician owes duty of disclosure
to patient and what disclosures reasonable medical prac-
titioner would have made under same or similar circum-
stances.

[3] Health 198H 926

198H Health
198HVI Consent of Patient and Substituted Judg-

ment
198Hk922 Proceedings and Actions

198Hk926 k. Weight and Sufficiency of Evid-
ence. Most Cited Cases

(Formerly 299k18.80(2.1) Physicians and Surgeons)
There was sufficient evidence to establish prima facie
case that obstetrician failed to obtain patient's informed
consent to use of obstetrical forceps to deliver her baby
and that such failure was proximate cause of baby's
brain injury; consent form signed by patient did not in-
form her of any specific procedures that obstetrician in-
tended to perform or inform her of foreseeable risks as-
sociated with any procedures or risks in failing to per-
form any procedures.
**154 *156 Martin Trpis, Rockville, MD (Hugh B. Stu-
art, Arlington, on briefs), for appellants.

Norman F. Slenker, Merrifield (Slenker, Brandt, Jen-
nings & Johnston, on brief), for appellee.

*155 Present: All the Justices.

HASSELL, Justice.

In this appeal, we consider whether the plaintiffs
presented sufficient evidence to establish a prima facie
case of medical malpractice against a physician who al-
legedly failed to obtain the mother's informed consent
to use obstetrical forceps to deliver her baby.
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Michael Sean Rizzo, Jr., by Pamela Rizzo, his mother
and next friend, Pamela Rizzo, individually, and Mi-
chael Sean Rizzo, Sr., filed this action against Maurice
Schiller, M.D. The plaintiffs alleged that Dr. Schiller,
an obstetrician and gynecologist, breached the standard
of care owed to them when he assisted Ms. Rizzo with
the delivery of Michael. Specifically, the plaintiffs al-
leged that Dr. Schiller was negligent in the use of ob-
stetrical forceps during the delivery and that he failed to
obtain Ms. Rizzo's informed consent to use the forceps.

The case was tried before a jury. The trial court granted
Dr. Schiller's motion to strike the plaintiffs' informed
consent claim. The case proceeded to the jury on the
theory that Dr. Schiller was negligent in the use of the
obstetrical forceps. The jury returned a verdict in favor
of Dr. Schiller, and we awarded the plaintiffs an appeal
on issues related to their informed consent claim.

*157 In reviewing the trial court's decision to strike the
plaintiffs' evidence, we must consider the evidence and
all reasonable inferences deducible therefrom in the
light most favorable to the plaintiffs. Furthermore, any
reasonable doubt as to the sufficiency of the evidence
must be resolved in favor of the plaintiffs. Waters v.
Safeway Stores, Inc., 246 Va. 269, 270, 435 S.E.2d 380,
380 (1993).

Pamela Rizzo was admitted to Fairfax Hospital on
November 7, 1989, about 9:00 a.m. She was in active
labor, and Dr. Schiller was notified of her admission.
Upon admission to the hospital, Ms. Rizzo signed the
following form:

Authorization for Medical and Sur-
gical Procedures

Patient History No.
/P/9456

I hereby authorize Dr. Schiller , and/
or other members of the Medical Staff
of The Fairfax Hospital of his choice,
to perform diagnostic or therapeutic
medical and surgical procedures on
and to administer anesthetics to
Pamela Rizzo . I further authorize The
Fairfax Hospital to dispose of any re-
moved tissue or amputated parts.

11/07/89 [Signed] Pamela S.
Rizzo

(Date) (Signature)

[Signed] Vera
Thomas

(Witness) (Relationship)

About 12 hours later, Ms. Rizzo's fetal membranes were
artificially ruptured at 8:50 p.m., and about 10:00 p.m.,

she was “pushing with contractions.” At 10:15 p.m., Dr.
Schiller ordered that Ms. Rizzo be taken to the delivery
room. While in the delivery room, Ms. Rizzo made a
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few, but unsuccessful, attempts to “push” the baby
through the birth canal with her abdominal muscles.
When Ms. Rizzo's attempts to “push” were unsuccess-
ful, Dr. Schiller told her that he was going to use for-
ceps to deliver the baby. Ms. Rizzo testified that “before
I could even get my composure together, ask what they
were for, why, [the forceps] were inside me. And my
son's head was out, just the head.”

Michael was born about 10:30 p.m. About one and one-
half hours later, he began to **155 look pale. He was
transferred to the intensive care nursery for evaluation.
The following morning, Dr. Kathleen B. French, a
neurosurgeon, performed a surgical procedure*158 on
Michael, and she determined that he had a subdural
hematoma. Dr. French testified that a subdural hemat-
oma, which is caused by a trauma to the head, can be
described as a collection of blood between the brain tis-
sue and the covering to the brain that is called the dura.

Dr. French, as well as Dr. Mark C. Arner, a physician
who practices obstetrics and gynecology, testified that
Michael's subdural hematoma was caused by trauma as-
sociated with the use of the forceps. Dr. Lawrence T.
Taft, who qualified as an expert witness on the subjects
of rehabilitative medicine, pediatrics, and neurology,
testified that Michael has cerebral palsy and is perman-
ently disabled as a result of this injury.

Dr. Arner qualified as an expert witness on the subjects
of obstetrics and gynecology and gave the following
testimony. Even though Ms. Rizzo had been given cer-
tain medication, she was capable of making medical de-
cisions. Ms. Rizzo would have been able to deliver Mi-
chael spontaneously, without the use of forceps, had Dr.
Schiller simply waited. If forceps are used in
“non-emergent situations,” the patient should be in-
formed about the use of the forceps and should be given
the opportunity to participate in the decision regarding
whether the forceps will be used. Dr. Arner opined that
Dr. Schiller breached the standard of care owed to Ms.
Rizzo because he failed to allow her to participate in the
decision to use forceps.

The plaintiffs contend that the trial court erred by strik-
ing their evidence because they established a prima

facie case that Dr. Schiller failed to obtain Ms. Rizzo's
informed consent for the use of obstetrical forceps dur-
ing Michael's delivery. Dr. Schiller, however, argues
that the plaintiffs' evidence fails to establish a prima
facie case and that the plaintiffs failed to present evid-
ence of proximate causation. Furthermore, Dr. Schiller
asserts that Ms. Rizzo was allowed to participate in the
decision to use forceps because she signed the authoriz-
ation form. We disagree with Dr. Schiller.

[1][2] In Hunter v. Burroughs, 123 Va. 113, 133, 96
S.E. 360, 366-67 (1918), we held that “it is the duty of a
physician in the exercise of ordinary care to warn a pa-
tient of the danger of possible bad consequences of us-
ing a remedy,” but that the physician's failure to warn
“is not per se an act of negligence.” Rather, the physi-
cian owes a duty to make a reasonable disclosure to the
patient of all significant facts under the circumstances.
This duty is *159 limited to those disclosures that a
reasonable medical practitioner would provide under the
same or similar circumstances. Bly v. Rhoads, 216 Va.
645, 648-50, 222 S.E.2d 783, 785-87 (1976). In most
cases, expert testimony is necessary to establish those
instances where the duty to disclose arises and what dis-
closures a reasonable medical practitioner would have
made under the same or similar circumstances. Id.

[3] We are of opinion that the plaintiffs presented suffi-
cient evidence to establish a prima facie case that Dr.
Schiller failed to obtain Ms. Rizzo's informed consent to
use the obstetrical forceps. As we have already men-
tioned, Dr. Arner testified that the appropriate standard
of care required that Dr. Schiller inform Ms. Rizzo
about the use of the forceps and that she be given an op-
portunity to participate in the decision whether to use
forceps. Ms. Rizzo testified that Dr. Schiller did not dis-
close any information to her about the use of the forceps
and that he used the forceps without her consent.

It is true that Ms. Rizzo signed a document that pur-
portedly is a consent form. However, this form did not
inform her of any specific procedures that Dr. Schiller
intended to perform; nor did it inform her of foreseeable
risks associated with any procedures or risks in failing
to perform any procedures. As Dr. Arner observed, the
form is so general in nature that “you could also justify
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amputating her foot.” We hold that the duty imposed
upon a physician to obtain a patient's informed consent
requires more than simply securing the patient's signa-
ture on a generalized consent form, similar to the form
present here. The law requires informed **156 consent,
not mere consent, and the failure to obtain informed
consent is tantamount to no consent.

We are also of opinion that the plaintiffs presented suf-
ficient evidence of proximate causation as an element of
their prima facie case. As we stated in Brown v.
Koulizakis, 229 Va. 524, 331 S.E.2d 440 (1985):

The principle of tort litigation that issues of negligence
and proximate cause ordinarily are questions of fact for
the jury applies with no less force to medical malprac-
tice cases. When the sufficiency of a plaintiff's evidence
is challenged upon a motion to strike the evidence at the
conclusion of the plaintiff's case-in-chief, the trial court
should in every case overrule the motion where there is
any doubt on the ques*160 tion.... “The use of this mo-
tion as a means to defeat plaintiff's action should be
confined and applied only to those cases in which it is
conclusively apparent that plaintiff has proven no cause
of action against defendant.”

Id. at 531, 331 S.E.2d at 445 (citation omitted). Here,
the plaintiffs presented evidence from which the jury
might have inferred that had Ms. Rizzo been informed
of the possible consequences associated with the use of
obstetrical forceps, she would have continued to assist
in the birth process by “pushing” and that Michael
would have been born spontaneously. The plaintiffs also
presented evidence from which the jury could have
found that but for the use of the forceps, Michael would
not have suffered the brain injury.

Accordingly, we will remand this case for a trial of the
plaintiffs' claims of lack of informed consent.

Reversed and remanded.

Va.,1994.
Rizzo v. Schiller
248 Va. 155, 445 S.E.2d 153

END OF DOCUMENT
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Certified Patient 
Decision Aids: 
Solving Persistent 
Problems with 
Informed 
Consent Law
Thaddeus Mason Pope

Introduction
A giant chasm lies between the theory and the prac-
tice of informed consent. On the one hand, in terms 
of theory, scores of appellate court opinions and medi-
cal ethics codes describe informed consent in terms 
of honoring and supporting patient autonomy and 
self-determination. After all, the doctrine of informed 
consent is supposed to assure that the patient’s prefer-
ences and values match the medical interventions the 
patient gets. 

On the other hand, in terms of practice, this laud-
able goal is rarely actually achieved. The doctrine 
of informed consent has been a part of U.S. law for 
decades. But it has failed to meaningfully empower 
patients to make diagnostic and treatment decisions 
that match their preferences. Too frequently, clini-
cians fail to appropriately elicit their patients’ prefer-
ences. Too frequently, the interventions that clinicians 
administer are unwanted by the patients who receive 
them.1

Virtually all clinicians aspire to excellence in diagnos-
ing disease. Unfortunately, far fewer aspire to the same 
standards of excellence in diagnosing what patients 
want. A powerful recent report shows that “preference 
misdiagnosis” is commonplace.2 Moreover, clinicians 
are rarely even aware that they have made a preference 
misdiagnosis. It is the “silent misdiagnosis.”3

Perturbing illustrations of preference misdiagnosis 
are easy to find. Recent studies measuring the quality 
of patient consent report downright alarming results.4 
For example, a 2014 study of patients scheduled for 
elective cardiac catheterization found that 88% of 
patients held fundamentally mistaken beliefs about 
the potential benefits of the procedure, despite having 
signed an informed consent document.5

Similar examples abound. Only 19% of patients 
with colorectal cancer understood that chemother-
apy was not likely to cure their cancer.6 Only 10% of 
spine clinic patients could answer basic questions 
about their spinal surgery.7 Only 5% of cancer patients 
understood essential aspects of their diagnosis.8 Only 
3% of patients scheduled for percutaneous coronary 
intervention understood that procedure.9 

There is no reason to think these studies are unique 
outliers.10 The failure rate exceeds 90%. This is not 
cause for mere consternation or concern. It is cause for 
horror and dread. It seems that the quality of physician 
patient communication is often so poor, that patient 
consent cannot fairly be described as “informed.”11 If 
patients do not understand their options, then they 
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cannot form or express relevant preferences about 
those options.12 

Fortunately, policymakers are building a new 
“bridge” to narrow the gap between the theory and 
practice of informed consent. That bridge is being 
built with patient decision aids (PDAs). These evi-
dence-based educational tools include decision grids, 
videos, and interactive websites.13 Already, over 130 
randomized controlled studies show that PDAs help 
patients gain significant knowledge and understand-
ing of their choices.14 

The evidence on PDA effectiveness is substantial. 
But their use remains mostly limited to investigational 
trials. It is time to move PDAs from research to prac-
tice, from the laboratory to the clinic. Taking the lead 
on this challenge, Washington State has begun “certi-
fying” PDAs.15 Certification incentivizes PDA use by 
assuring clinicians, patients, and payers that its infor-
mation is accurate, up-to-date, complete, and under-
standable.16 Washington State serves as a model for 
other states and for the federal government to follow.17

To better appreciate both the current state of 
informed consent law and where it is heading next, 
it is helpful to examine informed consent law within 
a broader historical context. Accordingly, I recount 
the complete evolution of informed consent law in 
the United States. I do this by dividing the evolution 
of informed consent law into five epochs. These five 
epochs do not map neatly onto a precise chronological 
account. But they do correlate to fundamentally dif-
ferent legal approaches.

In sections I and II, I describe the antecedents of 
informed consent. In section I, I start in the 1800s. 
Before the 20th century, physician paternalism pre-
vailed. Patient consent, much less informed consent, 
was no part of American medicine. But this began to 
change by the early 1900s. 

In Section II, I show that there was growing judicial 
recognition of patient autonomy between 1900 and 
1920. During the Progressive Era, appellate courts 

across the United States held that it was a tortuous 
battery for clinicians to administer a diagnostic or 
treatment intervention to a patient without any autho-
rization. Compared to the paternalism of the 1800s, 
this was an important advance for patient rights. But 
it was a small one. The “consent” required under med-
ical battery doctrine was minimal and bare. 

In Section III, I explain that not until the 1970s did 
clinicians have a duty to help assure that patient con-
sent was voluntary. Not until the 1970s, did clinicians 
have a legal duty to assure that patients understood 
the risks, benefits, and alternatives to the procedures 
they authorized. In short, not until the 1970s, did 
courts recognize the doctrine of “informed consent.” 
I explain the elements of tort based informed consent 
law. While informed consent was an undeniable land-
mark in the development of patient rights and bioeth-
ics, it was hardly a panacea. I conclude by describing 
the doctrine’s key limitations.

In Section IV, I show that as major gaps in informed 
consent law were recognized, legislatures frequently 

made attempts to “plug” those gaps on an ad hoc basis. 
Particularly over the past decade, an increasing num-
ber of states have mandated clinicians to make spe-
cific disclosures in specific situations. Unfortunately, 
these mandated disclosures have been limited stop 
gap measures. Legislatures simply lack the resources 
and agility to cover the waterfront of diagnostic and 
therapeutic interventions. 

In contrast, the certification of patient decision aids 
(PDAs) heralds a more systematic and revolution-
ary approach to remedying the defects of informed 
consent law. They are considerably more fluid and 
dynamic than legislative or regulatory mandates. In 
Section V, I describe PDAs and the extensive data 
demonstrating their effectiveness. I also explain that 
despite the robust data on the positive impact of 
PDAs, they remain rarely used in clinical practice.

Finally, in Section VI, I argue that translating PDAs 
from research to treatment requires certification. I 
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and where it is heading next, it is helpful to examine informed consent law 
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explain the origins of certification before reviewing 
how it is already working in Washington State. I end 
by outlining the case for certification at the federal 
level.

I. Physician Paternalism
The debates of today focus on the appropriate degree 
and manner of engaging patients in their own medi-
cal decision making. One might say that academics 
and policymakers are “fine-tuning” legal and practice 
mechanisms to better achieve the goal of respecting 
patient autonomy. But until the early 1900s, respect-
ing patient self-determination was not even under-
stood or recognized as a goal at all.18

Until the beginning of the 20th century, physician 
paternalism was the order of the day. For example, in 
1847, the American Medical Association Code of Medi-
cal Ethics stated that “the obedience of a patient to the 
prescriptions of his physician should be prompt and 
implicit.” The Code even advised physicians not to con-
sider the patient’s “own crude opinions.”19

Similarly, in 1871, Oliver Wendell Holmes made 
the following remarks in an address to the graduating 
class of the Bellevue Hospital Medical College: “Your 
patient has no more right to all the truth than he has 
to all the medicine in your saddle-bags…He should get 
only just so much as is good for him.”20

II. Medical Battery
By the beginning of the 20th century, this overt medi-
cal paternalism gave way to (at least limited) legal rec-
ognition of patient autonomy and self-determination. 
This shift was most famously illustrated and captured 
by Justice Cardozo in 1914: “Every human being of 
adult years and sound mind has a right to determine 
what shall be done with his own body; and a sur-
geon who performs an operation without his patient’s 
consent commits an assault for which he is liable in 
damages.”21

Notably, by the time Justice Cardozo wrote his opin-
ion for the New York Court of Appeals, he was able 
to cite to other appellate authority.22 Courts across the 
United States had already begun to recognize claims 
for “medical battery.”23 These cases confirmed that 
a physician may not administer treatment without 
the patient’s consent, notwithstanding either “good” 
motives or “good” results.24 

A. Elements of Tortious Battery
Battery is a simple tort with just two elements.25 Medi-
cal battery is even simpler. The clinician is liable for 
battery, if: (1) he or she “acts intending to cause a 
harmful or offensive contact with the person” and (2) 
“a harmful [or offensive] contact with person of the 

other directly or indirectly results.”26 Intent is broadly 
defined “to denote that the actor desires to cause con-
sequences of his act as well as the situation in which 
the defendant merely believes the consequences are 
substantially certain to result from it.”27

Today, medical battery is a well-established inten-
tional tort.28 And the elements have barely changed 
over the past 100 years. In short, a battery is estab-
lished when the clinician acts without any consent 
whatsoever. And a battery is also established when the 
clinician acts outside the scope of the patient’s con-
sent, whether spatially, temporally, or otherwise.29

Intent is easy to establish. The clinician knows that 
intervention is harmful or offensive. Many of these 
procedures are “highly intrusive, and some are vio-
lent in nature.”30 Even if the procedure is not harmful, 
the clinician at least knows that, without consent, the 
treatment would be offensive, infringing on a patient’s 
reasonable sense of personal dignity.31 

It does not matter how skillfully or successfully the 
intervention is provided.32 It does not matter that the 
administration of treatment is (objectively) beneficial 
on balance.33 Nor does it matter if the clinician’s intent 
was to benefit the patient.34 Instead, whether that 
treatment constitutes a “benefit” is a value judgment 
for the patient to make.35 In short, neither “good” 
motives nor “good” results are relevant to a finding of 
battery.36

B. Limitations of Medical Battery
A cause of action for battery is particularly attractive 
to a plaintiff ’s attorney. First, she does not need to 
establish a standard of care.37 Consequently, she does 
not need to retain any expert witnesses.38 Second, 
while the plaintiff likely will be able to prove actual 
(economic or non-economic) damages, she does not 
need to establish any.39 She can recover nominal and 
punitive damages without showing any compensatory 
damages.40 Third, she need not navigate tort reform 
procedural hurdles such as damages caps and pre-
filing review.41 Fourth, the prospect of damages sends 
a very powerful signal, because a judgment or settle-
ment may not be covered by insurance.42

Nevertheless, medical battery recognizes a rather 
narrow and limited patient right. It focuses solely on 
whether the patient minimally authorized medical 
treatment, not on whether the patient actually under-
stood the risks, benefits, and alternatives to that treat-
ment. For example, a patient who agreed to undergo 
spine surgery would have no claim for battery even if 
the physician failed to disclose a significant (say 20%) 
risk of paralysis. In short, battery focuses on only the 
bare existence of patient consent, not on its quality or 
substance.
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III. Informed Consent Law
It was not until the 1970s that U.S. courts began to 
widely recognize and articulate an entirely separate 
and independent legal theory, “informed consent.”43 
Under this doctrine the patient concedes that she 
minimally authorized the medical treatment at issue. 
Thus, the administration of that treatment is not a 
battery. Instead, the patient claims that her consent 
was not sufficiently voluntary. The patient asserts that 
she would not have consented, if the physician had 
disclosed certain information regarding the treat-
ment’s risks, benefits, and alternatives.44 

In essence, the patient claims that her consent was 
procured by the physician’s negligent failure to dis-
close information about risks, benefits, or alternatives 
to treatment. The patient claims that the physician’s 
failure to disclose is a form of medical malpractice. 
In this section, I first describe tort based informed 
consent law. I then outline four major limitations on 
the ability of informed consent law to protect patient 
rights.

A. Tort Based Informed Consent Law
Informed consent is typically based in the state com-
mon law tort doctrine of negligence.45 Failure to obtain 
a patient’s informed consent is a form of medical mal-
practice.46 The patient must establish the standard 
elements of a tort cause of action: duty, breach, injury, 
and causation. 

1. duty of disclosure
The first element in an informed consent action is the 
duty of disclosure. There is general agreement that 
physicians should give the patient the following infor-
mation: (a) the nature and purpose of the proposed 
intervention, (b) the intervention’s probable risks and 
benefits, and (c) alternative interventions and their 
risks and benefits. 

But the exact scope and extent of this disclosure 
varies from jurisdiction to jurisdiction. The states are 
almost evenly split between two disclosure standards: 
(1) the malpractice (aka “physician-based,” “profes-
sional” or “custom-based”) standard and (2) the mate-
rial risk (aka “patient-based” or “lay”) standard.47

The malpractice standard requires physicians to 
provide the information that a (hypothetical) reason-
ably prudent physician would disclose in the same cir-
cumstances. This disclosure duty is measured by the 
standards of the medical profession. In most of these 
jurisdictions the physician’s disclosure duty is mea-
sured by a nationwide standard of care. The physician 
must disclose the information that a reasonable phy-
sician in the United States would disclose under the 
circumstances.

But in a significant number of states the physician’s 
duty is measured in one of three geographically nar-
rower ways: (a) strict locality, (b) statewide, or (c) 
same or similar community.48 In other words, the phy-
sician’s duty to disclose is measured by what informa-
tion would be disclosed under the circumstances by 
a reasonable physician: (a) in that town, (b) in that 
state, or (c) in town like the treating physician’s town.

While the malpractice standard is physician-
defined, the material risk standard is patient-defined. 
It requires physicians to provide the information that 
a (hypothetical) reasonable patient would consider 
significant in making a treatment decision. This dis-
closure duty is not controlled by the medical profes-
sion. Instead, it is measured by the patient’s presumed 
need for information.49 

The contrast between the two dominant disclo-
sure standards is nicely illustrated by recent events in 
Wisconsin. For decades, Wisconsin had followed the 
“material risk” standard for informing a patient.50 But 
in December 2013, the Wisconsin legislature passed a 
bill that amended Wisconsin’s informed consent stat-
ute, overruling a long line of Wisconsin State Court 
cases.51 The new statute adopts the weaker “reason-
able physician” standard. 

Therefore, instead of a Wisconsin physician’s duty 
being measured by what a reasonable person in the 
patient’s position would want to know, it is now mea-
sured by what a “reasonable physician in the same or 
a similar medical specialty would know and disclose 
under the circumstances.”52 In its plain language anal-
ysis of a rule implementing the new statute, the Medi-
cal Examining Board observes that this duty “is not as 
broad as the former standard and in fact lessens the 
burden on physicians.”53 

2. breach, injury, and causation
Establishing the scope and content of the physician’s 
disclosure duty is only the first element in an informed 
consent action. In both malpractice and material risk 
jurisdictions, the patient must satisfy three additional 
elements: (1) breach, (2) injury, and (3) causation. 

First, the patient must establish breach. She must 
show that the physician failed to disclose what she had 
a duty to disclose. In the easiest cases, the physician 
admits that she failed to make the requisite disclosure. 
In the toughest cases, the patient must overcome the 
presumption established by the physician’s contem-
poraneous medical record notes that she made the 
disclosure.54

Second, the patient must establish injury. She must 
show that she was harmed as a result of the treatment. 
Even if the physician failed to disclose a risk that she 
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had a duty to disclose, the patient has no cause of 
action unless that risk actually materialized.

Third, the patient must establish causation. This 
element has three subparts. The patient must show: 
(a) that had the physician made the appropriate dis-
closure, the reasonable person would not have con-
sented to that treatment; (b) that she herself would 
not have consented to the treatment; and (c) that 
not undergoing the treatment would probably have 
avoided the injury.55 

B. Limitations of Informed Consent Law
The doctrine of informed consent is an important 
milestone in the history of bioethics and patient 
rights.56 But over the past two decades it has become 
increasingly clear that the traditional informed con-
sent process is seriously deficient.57 It often fails to 
ensure that patients have the information and under-
standing that they need to make truly informed deci-

sions regarding their medical treatment.58 In part, this 
failure was inevitable. 

The doctrine of informed consent suffers from at 
least four limitations that significantly impede patient 
empowerment. (1) The scope of the duty to disclose 
is narrow. (2) Objective causation ignores individual 
preferences and values. (3) The goal of informed 
consent is only disclosure, not understanding.  
(4) Informed consent protects only physical injuries. 

1. scope of the duty to disclose is narrow
The first major limitation of traditional informed con-
sent doctrine is that the required informational dis-
closures are themselves circumscribed and modest. 
In around half of U.S. states the physician’s duty to 
disclose is measured by professional custom, by what 
the reasonable physician does or would disclose under 
similar circumstances. But the professional custom 
governing the informational exchange may be parsi-
monious and severely restricted.59 Moreover, even to 
the extent that the professional custom is to disclose, 
the informational content of that disclosure may not 

be evidence based.60 In other words, the prevailing 
custom and practice may be to disclose inaccurate 
information. 

In the other half of U.S. states, the physician’s duty is 
measured by what information a hypothetical “objec-
tive” patient would deem important under the circum-
stances. While more patient-focused than the mal-
practice standard, the objective nature of the material 
risk standard is still hindering.61 It fails to recognize 
that patients have different preferences and that they 
value risks and benefits very differently.62 

In other words, this material risk standard, while 
patient-based, is almost always defined by reference to 
what an objective hypothetical patient would consider 
material, not to what information any specific patient 
would consider material. Indeed, two or three states 
have found the objectivity in this standard insuffi-
ciently protective of patient autonomy. So, they have 
adopted a pure subjective standard.63 Their rather 

compelling rationale is that “[t]o the extent the plain-
tiff, given an adequate disclosure would have declined 
the proposed treatment, and a reasonable person 
in similar circumstances would have consented, a 
patient’s right to self-determination is irrevocably 
lost.”64

2. objective causation ignores individual 
preferences and values
The second major limitation of traditional informed 
consent doctrine is the “objective” causation require-
ment. A patient suing for negligence based on a claim 
of inadequate informed consent must establish more 
than the physician’s breach (failure to disclose). She 
must also establish causation: that the injury probably 
would have been avoided through disclosure, because 
the informed hypothetical reasonable person would 
have chosen differently. 

In other words, it is not sufficient for the patient to 
prove that they would have not chosen the procedure 
had the defendant accurately conveyed its risks. The 
plaintiff must also prove that the “reasonable patient” 

The first major limitation of traditional informed consent doctrine is that the 
required informational disclosures are themselves circumscribed and modest. 

In around half of U.S. states the physician’s duty to disclose is measured by 
professional custom, by what the reasonable physician does or would disclose 

under similar circumstances. But the professional custom governing the 
informational exchange may be parsimonious and severely restricted.



reconceptualizing informed consent • spring 2017 17

Pope

The Journal of Law, Medicine & Ethics, 45 (2017): 12-40. © 2017 The Author(s)

would have also chosen otherwise.65 This is a demand-
ing and difficult standard to satisfy. 

An objective inquiry wrongly presumes that there is 
always one best option. Indeed, sometimes, there are 
situations in which one single treatment is “correct” or 
clearly indicated above all others by the available med-
ical evidence.66 But there is often more than one good 
option, more than one reasonable path forward.67 
With respect to this “preference sensitive treatment,” 
the balancing of benefits and harms is heavily value-
laden.68 Current informed consent law fails to recog-
nize these common situations.

Take, for example, the birth of a child with a disorder 
of sex development. Is it a boy or a girl? Should there 
be surgery? What kind? When?69 In such instances, 
there is more than one good option, more than one 
reasonable path forward. Similarly, take patients with 
a herniated disk that causes back and leg pain. Patients 
must weigh the quicker fix that surgery may bring 
against the risks of surgery.70 The best course of treat-
ment for a particular patient depends on that patient’s 
preferences, values, and cultural background. 

Consequently, commentators have called for courts 
and legislatures to abandon the “objective” causation 
standard in the context of informed consent suits. They 
argue that it should be replaced with a standard that 
recognizes the importance of the individual patients’ 
values and preferences.71 Under this standard, instead 
of determining whether the hypothetical reasonable 
patient would still have consented with disclosure, the 
jury determines only whether this particular patient 
would still have consented.72 

3. goal is only disclosure, not understanding
The third major limitation of traditional informed 
consent doctrine is that the focus is only on dis-
closure, not on patient understanding. The physi-
cian’s duty is only to “deliver” certain information to 
the patient, not to ensure that the patient actually 
receives and appreciates it.73 The underlying assump-
tion is that given the information, the patient “will be 
able to identify the information that is relevant to her 
choice and will be in a position to make a decision 
aligned with her values and goals (i.e. she will ‘know 
what to do’).”74

In other words, informed consent works like the 
“mailbox rule” in contract formation.75 The general 
rule is that a contract is made when acceptance to an 
offer is dispatched, even if the letter of acceptance is 
lost and never reaches the offeror. Contract acceptance 
is deemed to be fully communicated when the offeree 
has placed his acceptance in the course of transmis-
sion to the offeror.76 Similarly, in informed consent law 
the physician fulfills her duty by making a disclosure, 

even if it is not understood or meaningfully “received” 
by the patient. 

Indeed, the “letters” of informed consent are often 
lost in the “mail.” While the patient may receive the 
envelope, she does not get the message inside. Even 
when physicians (technically) make required disclo-
sures, they often convey risk data through extempo-
raneous conversation, which is not an effective means 
of communication. Over 40 years ago, the California 
Supreme Court warned about fulfilling informed con-
sent through “lengthy polysyllabic discourse.”77 But 
that is still the primary means of physician-patient 
communication. 

In short, there is a massive incongruence between 
the medical interventions administered and patients’ 
desires for those interventions.78 Despite its name, 
“informed consent” fails to assure that the patient’s 
consent is actually informed. It fails to assure that rel-
evant patient questions and concerns are adequately 
answered.

4. only physical injuries are protected
The fourth major limitation of traditional informed 
consent doctrine is that it protects patients only from 
physical injuries, not from financial or dignitary det-
riments.79 Just as patients can be physically harmed 
but not legally wronged by iatrogenic injuries when 
there is no negligence, they can be wronged but not 
physically harmed when there is inadequate informed 
consent. 

For example, suppose the patient consented to 
knee replacement surgery without understanding her 
options.80 If the surgery is physiologically successful, 
then the patient has no remedy. It does not matter that 
the patient has incurred both expense and discomfort 
in exchange for a “benefit” that she would not consider 
worth the “costs” had she been fully informed.81 

IV. Mandated Disclosures
The limitations of traditional informed consent law 
have been well documented. Consequently, lawmak-
ers have increasingly recognized that traditional 
informed consent law has failed to assure that patients 
are engaged in the decision making process. It has 
failed to assure that patients understand their medi-
cal treatment choices. To address this gap, state legis-
latures began enacting statutory disclosure mandates 
for a number of diagnostic and treatment situations. 

For example, in the late 1970s and early 1980s, phy-
sicians were not disclosing less invasive treatment 
options to their breast cancer patients.82 In response, 
14 states enacted statutes that require physicians to 
present the advantages, disadvantages, and risks of all 
medically viable alternative therapies. Some of these 
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statutes even require use of “standardized written 
information.”83 

More recently, many states have increasingly 
enacted informed consent statutes itemizing exact 
information that must be disclosed under specific 
circumstances.84 One of the most common mandates 
concerns end-of-life treatment options. To provide 
a sense of this legal approach to informing patients, 
I describe end-of-life disclosure mandates in some 
detail. I then more briefly describe some other new 
disclosure mandates.

A. Statutorily Mandated Disclosures Related to End-
of-Life Counseling
A number of studies have determined that individu-
als nearing the end of their lives often do not receive 
the care that they want or need. They are frequently 
unaware of the full range of options, including hospice 
and palliative care services.85 Nondisclosure of diag-
nostic and prognostic information remains common.86 

The evidence of gaps seems overwhelming. For 
example, only 31% of patients with advanced cancer 
had end-of-life discussions.87 Worse, even when these 
discussions do occur, they happen very late.88 Earlier 
advance care planning discussions are correlated to 
earlier hospice referral, better patient quality of life, 
and better family bereavement.89 But many patients 
never get these benefits, because end-of-life discus-
sions happen late or not at all.90

In response, a growing number of states have 
enacted statutes that require physicians to provide 
terminally ill patients with “comprehensive informa-
tion and counseling regarding end-of-life options.” 
These mandates are of two basic types: (1) those 
focused on clinicians, and (2) those focused on health-
care facilities. 

1. information and counseling from clinicians
In 2009, both California91 and Vermont92 enacted 
“right to know” legislation in the context of end-of-life 
care. Since then, both New York (in 2010)93 and Mas-
sachusetts94 (in 2012) have enacted similar legislation. 
Arizona considered similar legislation in 2013.95

The New York and Massachusetts statutes both 
mandate that: 

If a patient is diagnosed with a terminal illness 
or condition, the patient’s attending health care 
practitioner shall offer to provide the patient 
with information and counseling regarding pal-
liative care and end-of-life options appropriate 
for the patient, including but not limited to: the 
range of options appropriate for the patient, 
the prognosis, risks, and benefits of the various 

options; and the patient’s legal rights to compre-
hensive pain and symptom management at the 
end-of-life.96

This information and counseling may be provided 
orally or in writing.97 If a health care provider is 
unwilling or unqualified98 to provide the statutorily-
mandated information and counseling regarding pal-
liative care and end-of-life options, Massachusetts and 
New York require the provider to “arrange for another 
physician or nurse practitioner to do so, or [] refer 
or transfer the patient to another physician or nurse 
practitioner willing to do so.”99 

Importantly, while the California disclosures are 
triggered only “upon the patient’s request,” New York 
law states that providers “shall offer to provide” the 
mandated information and counseling. And, unlike 
California, the New York statute includes civil and 
criminal penalties. 

2. disclosures required from health care 
facilities
States have adopted statutes and regulations man-
dating disclosures not only by clinicians but also by 
health care facilities regarding their end-of-life or 
palliative care policies.100 For example, in 2011, New 
York expanded on its 2010 Palliative Care Information 
Act by enacting the Palliative Care Access Act.101 This 
law requires hospitals, nursing facilities, home health 
agencies, and special needs and enhanced assisted 
living facilities to provide patients with advanced 
life-limiting conditions and illnesses with access to 
information and counseling regarding options for pal-
liative care, including pain management consultation. 

More recent notable developments are from Mary-
land and Massachusetts. In 2013, Maryland enacted 
legislation establishing at least five “palliative care 
pilot programs” in hospitals around the state.102 This 
legislation impacts end-of-life counseling by requir-
ing pilot program hospitals to establish policies and 
procedures that “provide access to information and 
counseling regarding palliative care services appropri-
ate to a patient with a serious illness or condition” and 
that “require providers to engage in a discussion of the 
benefits and risks of treatment options in a manner 
that can be understood easily by the patient or autho-
rized decision maker.”103

Massachusetts’s 2012 right to know statute, dis-
cussed above, applies not only to clinicians. It also 
includes a provision requiring the Department of Pub-
lic Health to develop regulations guiding health care 
facilities’ distribution of information to patients or 
residents regarding palliative care services.104 In 2013, 
the MDPH began the process of promulgating regu-
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lations to implement the statute. It proposed amend-
ments to the rules for hospital licensure, licensure of 
clinics, and licensing of long-term care facilities. 

Basically, the MDPH proposed requiring these 
facilities to distribute to appropriate patients in its 
care, culturally and linguistically suitable information 
regarding the availability of hospice and palliative 
care. The MDPH later clarified that this informational 
obligation must be fulfilled by providing the patient 
with either an MDPH-issued informational pamphlet 
or a facility-created informational pamphlet.105 MDH 
implemented the regulations in 2014.106 

3. enforcement of information and counseling 
mandate 
There is limited data measuring the impact of these 
end-of-life disclosure mandates. But at least one law-
suit has resulted in a settlement. In September 2009, 
Michelle Hargett Beebee, a 43-year-old mother of 
three young children, was diagnosed with advanced 
pancreatic cancer. Her pain and symptoms escalated 
quickly, and soon after Michelle was referred to hos-
pice care at Vitas, the nation’s largest for-profit hos-
pice chain. Michelle entered Vitas hospice in Novem-
ber 2009, with the goal of bringing her pain and 
symptoms under control and to have a peaceful death. 
Instead, Michelle died in misery. 

In 2010, Michelle’s family sued Vitas, alleging, 
among other things, that the hospice was negligent 
for failing to inform Michelle about medications that 
would have eased her acute pain.107 The Complaint 
specifically referenced the new California right to 
know law. In early 2014, Vitas and the Hargetts were 
able to resolve to their mutual satisfaction the issues 
raised in the lawsuit.108

4. disclosure mandates on patient rights at end 
of life
Most end-of-life disclosure mandates focus on the 
risks, benefits, and alternatives to medical treatment. 
But a growing number focus on apprising patients of 
their rights. Three notable examples are from Michi-
gan, Oklahoma, and Washington.

In 2013, Michigan enacted legislation requiring a 
“health facility or agency” to, if requested by a patient 
or resident or prospective patient or resident, “dis-
close in writing any policies related to a patient or 
resident or the services a patient or resident might 
receive involving life-sustaining or non-beneficial 
treatment within that health facility or agency.”109 
This law does not require Michigan health facilities 
to adopt certain policies regarding life-sustaining 
or non-beneficial treatment. It focuses solely on the 
issue of disclosure.110 

In 2014, Oklahoma enacted the Medical Treatment 
Laws Information Act.111 This law requires the State 
Board of Medical Licensing and Supervision to pre-
pare a disclosure statement to inform patients and 
families of their rights under the Nondiscrimination 
in Treatment Act and other Oklahoma treatment stat-
utes. Among other things, the law assures that patients 
know if they or their surrogate directs life-preserving 
treatment, their health care provider may not deny it 
except under narrow conditions.

This Oklahoma disclosure statement must include 
contact information for officials to whom violations 
can be reported. Furthermore, the Medical Treat-
ment Laws Information Act requires that healthcare 
entities covered by the Patient Self Determination 
Act must distribute this disclosure statement with its 
PSDA notices.112

Finally, in late 2013, responding to a directive from 
Governor Inslee to improve transparency for con-
sumer information, the Washington Department of 
Health enacted rules that bring any change in control 
of a hospital under the Certificate of Need process. 

Due to mergers spurred by the Affordable Care 
Act, the percentage of Washington State hospital 
beds in religiously affiliated (mostly Catholic) hospi-
tals rose from 25% in 2010 to nearly 50% in 2014. 
Catholic health systems are required to follow the 
Ethical and Religious Directives promulgated by the 
United States Conference of Bishops.113 These direc-
tives forbid many reproductive and end-of-life health 
services, including contraception, vasectomies, fertil-
ity treatments, tubal ligations, abortion, Death with 
Dignity, and advance directives that are contrary to 
Catholic teachings. Consequently, facilities that affili-
ate with Catholic health systems are often required to 
restrict health services and information on the basis 
of religious doctrine.114

The new rules require that, among other things, all 
Washington hospitals must submit to the WDOH its 
policies related to access to care in the areas of admis-
sion, non-discrimination, end-of-life care, and repro-
ductive healthcare.115 The WDOH must post a copy of 
these disclosed policies on its website.116 This is sup-
posed to enable consumers to know which hospitals 
are asserting conscience-based objections.117 

B. Other Disclosure Mandates
End-of-life counseling is not the only area in which 
disclosure mandates have been proliferating. Par-
ticularly with controversial procedures, policymakers 
want to ensure that the patient’s choice is voluntary 
and informed. Five notable examples are: (1) medical 
aid in dying, (2) abortion (3) telehealth, (4) vaccina-
tion opt-outs, and (5) other mandates.
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1. medical aid in dying 
California, Colorado, the District of Columbia, Ore-
gon, Vermont, and Washington affirmatively authorize 
medical aid in dying. All six statutes are nearly iden-
tical.118 All six require the physician to make a num-
ber of specific disclosures, including: (1) the patient’s 
medical diagnosis; (2) the patient’s prognosis, with an 
“acknowledgement” that any statements of life expec-
tancy are only an estimate and that “the patient could 
live longer than predicted”; (3) the range of appropri-
ate treatment options; (4) the range of feasible end-of-
life options, including palliative, hospice, and comfort 
care; (5) the range of possible results associated with 
taking the prescribed medication; and (6) the prob-
able result of taking the prescribed medication.119

2. abortion
Perhaps nowhere has there been more legal activ-
ity regarding informed consent than with respect 
to abortion. And nowhere else is such regulation so 
controversial. Other legislative interference in the 
physician-patient relationship (like that related to 
end-of-life counseling) seems warranted by persistent 
defects in informed consent. In contrast, mandates 
focused on pregnant women appear to be driven by 
partisan aims.120 Many disclosures are factually inac-
curate.121 Consequently, many statutorily mandated 
disclosures related to abortion have been challenged 
as unconstitutional.122

3. telehealth
Telehealth services are emerging as an important 
alternative to in-person consultations with physi-
cians and other health care professionals, particularly 
in rural areas.123 As telehealth services grow in scope 
and popularity, questions have emerged regarding 
informed consent required for telehealth services. 

In addition to the usual risks associated with a phy-
sician-patient encounter, telehealth services involve 
risks associated with remote communication, includ-
ing the potential for an equipment or technology fail-
ure, which could result in misdiagnosis.124 Telehealth 
services also raise unique data security and confiden-
tiality concerns.125 And there are obvious limits to 
the comprehensiveness of examination. Accordingly, 
some states have imposed additional or heightened 
requirements for informed consent.126 

 
4. vaccination opt-outs
Across the county many parents and guardians assert 
personal beliefs opposed to vaccination for their chil-
dren.127 Several states have recently enacted statutes to 
ensure that these individuals understand the benefits 
of vaccination and the risks of forgoing vaccination. 

For example, Colorado enacted a statute requiring the 
completion of an educational module as a requirement 
for a non-religious exemption from the vaccination 
requirement.128 Similar requirements were recently 
enacted in California,129 Oregon,130 Vermont,131 and 
Washington.132

5. other disclosure mandates
While most recent statutorily mandated disclosure 
laws relate to end-of-life options, aid in dying, abor-
tion, telemedicine, and vaccination; these are not 
the only disclosure mandates.133 Over the past few 
years, state legislatures have also proposed or enacted 
informed consent laws addressing a variety of other 
subjects, including: (1) prescription drugs, (2) inves-
tigational products, (3) breast density, (4) scope of 
practice limitations, (5) egg donation, and (6) hospital 
observation status.134 

C. Limitations of Disclosure Mandates
Disclosure mandates are a popular solution to the 
problems of informed consent. But they suffer from 
four major limitations: (1) insufficient resources, (2) 
political corruption, (3) political opposition, and (4) a 
near-exclusive focus on content at the expense of clar-
ity and explanation.

First, legislation or regulation is hardly workable for 
the broad range of medical interventions that patients 
receive every day. Rulemaking processes are too slow 
and cumbersome to address more than a handful of 
interventions. Moreover, these same processes are too 
slow and cumbersome to assure that mandated disclo-
sures remain accurate and up-to-date.135 

Second, disclosure mandates are sometimes not 
evidence-based. Sometimes, they were initially evi-
dence-based but became outdated.136 Sometimes leg-
islatures act too quickly to address salient but poorly 
understood risks.137 Other times, the information in 
the disclosure mandate was never evidence based. 
These mandates were enacted to “steer” patients to a 
particular choice rather than to empower the patient 
to make choices that align with her own preferences 
and values.138

Third, even when they are evidence based, disclo-
sure mandates are vociferously opposed. To the con-
sternation of some medical professionals, the trend 
toward legally mandated disclosures appears to be 
growing.139 A number of medical associations have 
advocated against legislative interference with patient 
care and the patient-physician relationship.140

Fourth, disclosure mandates only address one part 
of the problem with informed consent. They focus 
on only the content of physician-patient communica-
tion. At best, disclosure mandates help to clarify and 
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to assure “what” is disclosed. But they fail to address 
“how” it is disclosed. They neglect the manner in 
which the information is conveyed.141 Compelling evi-
dence indicates that they simply do not work.142

V. Patient Decision Aids
In contrast to the deficiencies and limitations of dis-
closure mandates, patient decision aids (PDAs) herald 
a more systematic and revolutionary approach to rem-
edying the defects of informed consent law. In contrast 
to the one-way disclosure focus of informed consent, 
in “shared decision making” the patient and physician 
engage in two-way interactive discussion and reflec-
tion, in personalized bilateral conversations.143 Patient 
decision aids (PDAs) are an important tool that can 
inform and guide these discussions. 

After first describing the nature of PDAs, I sum-
marize some of the extensive evidence demonstrat-
ing their effectiveness. Numerous studies show that 
“shared decision making” meaningfully empow-
ers patients. But despite robust data on the positive 
impact of PDAs, they remain rarely used in clinical 
practice. I conclude this section by reviewing federal 
and state efforts to promote wider use of PDAs. In the 
next section, I examine certification as a key way to 
promote PDAs. 

A. Definition of Patient Decision Aid
Patient decision aids are evidence-based educational 
“tools” that help patients do three things.144 First, 
PDAs help patients understand the various treatment 
options available to them, including the risks and ben-
efits of each choice. Second, they help patients com-
municate their beliefs and preferences related to their 
treatment options. Third, PDAs help patients decide 
with their clinicians what treatments are best for them 
based on their treatment options, scientific evidence, 
circumstances, beliefs, and preferences.145

PDAs take various forms. They include educational 
literature with graphics, photographs, and diagrams. 
They also take the form of decision grids, videos, and 
website-based interactive programs such as sequential 
questions with feedback.146 PDAs might even include 
“structured personal coaching.”147 

No matter what form they take, the best PDAs pro-
vide an appropriate presentation of the condition and 
treatment options, benefits, and harms. They have 
three key advantages over the traditional informed 
consent process. First, the information in the PDA 
is accurate, complete, and up-to-date. Second, the 
PDA presents the information in a balanced manner. 
Third, the PDA conveys the information in a way that 
helps patients understand and use it. PDAs are truly 
patient-centered.

In short, by using PDAs, patients gain significant 
knowledge and understanding of their choices. For 
example, a PDA could help a pregnant woman who 
previously had a cesarean section to determine if she 
is a good candidate for a vaginal birth after cesarean.

Importantly, despite their typically self-directed and 
self-paced nature, PDAs do not supplant physician-
patient conversation about treatment options. Instead, 
they supplement it, by better preparing patients to 
engage in that conversation. In other words, PDAs 
should not be equated as constituting shared decision 
making. Instead, PDAs are the facilitator to the essen-
tial bilateral communication between provider and 
patient which is the crux of shared decision making.148

One physician explains: 

PDAs will allow me to have a very different dis-
cussion with my patients. PDAs do a better job 
than I can at helping patients understand their 
options. I then have more time to explore the 
issues that matter most to them and understand 
how their condition impacts their lives.149

In short, PDAs allow physicians to focus their patient 
communication efforts more effectively.150

Decision aids are already available for a large num-
ber of conditions, including breast cancer, prostate 
cancer, osteoarthritis, and childbirth.151 And many 
more decision aids are being developed by both non-
profit and for profit companies as well by as govern-
ment entities.152 

Non-profit developers include: Advance Care Plan-
ning Decisions,153 Decision Box,154 Healthwise,155 the 
Informed Medical Decisions Foundation,156 the Mayo 
Clinic,157 the Option Grid Collaborative,158 and the 
University of Sydney.159 For-profit developers include: 
Dialog Medical,160 Emmi Solutions,161 Health Dia-
log,162 Krames StayWell,163 the Patient Education Insti-
tute,164 the NNT,165 and Welvie.166 Government devel-
opers include the Agency for Healthcare Research and 
Quality167 and NHS Right Care.168

B. PDAs Are Very Effective
In contrast to the deficiencies and limitations of tra-
ditional informed consent, robust evidence shows 
that shared decision making meaningfully empow-
ers patients.3 In contrast to traditional informed con-
sent, shared decision making deliberately takes into 
account both the best scientific evidence available, as 
well as the patient’s values and preferences.169

PDAs meaningfully inform and guide both of these 
elements. First, PDAs provide relevant information 
on healthcare options, helping patients gain signifi-
cant knowledge and understanding of their choices. 
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Second, PDAs give patients control over the pace and 
timing of their education. And they permit patients to 
share that information with family. 

Finally, PDAs prompt reflection, helping patients to 
form and clarify their values and preferences.170 PDAs 
thereby enhance deliberation by helping patients dis-
cover and associate their values and preferences with 
their healthcare options, and then communicate those 
associations to their provider. Together, the provider 
and patient make a treatment choice that aligns with 
the patient’s values. PDAs help make the patient 
engaged, equipped, empowered, and enabled.171

Randomized controlled trials are considered the 
most reliable form of scientific evidence in the hierar-
chy of evidence that influences healthcare policy and 
practice. Over 130 RCTs demonstrate that PDAs sig-
nificantly enhance patients’ knowledge of treatment 
options, risks, and benefits.172 Summarizing the bene-
fits identified in these RCTs, a recent Cochrane review 
concluded that using PDAs can lead to patients: (1) 
gaining knowledge; (2) having a more accurate under-
standing of risks, harms and benefits; (3) feeling less 
conflicted about decisions; and (4) rating themselves 
as less passive and less often undecided.173 In short, 
once patients understand their choices, they are bet-
ter able to align their care with their preferences and 
values.

C. PDAs Reduce Cost and Liability
Furthermore, PDAs do more than improve patient 
knowledge and satisfaction. They also reduce the 
cost of care.174 Patients using PDAs are more likely to 
choose conservative treatment options. For example, 
they are less likely to choose surgical interventions.175 
They are less likely to be admitted to the hospital.176 
And they are less likely to choose CPR.177 One study 
estimates that implementing decision aids for just 
eleven procedures would yield $9 billion in savings 
over ten years.178 That is real value: improved patient 
satisfaction at lower cost.

Using PDAs can reduce not only healthcare costs 
but also healthcare liability. Most immediately, PDAs 
can reduce liability for informed consent claims, 
because they help assure that the patient gets appro-
priate information. But the liability benefits of PDAs 
do not stop there. PDAs can also reduce claims based 
on other theories of medical malpractice.179 

Commentators and insurers have long recognized 
communication failures as an important source of 
malpractice litigation.180 If patients are well-informed 
of potential risks, then they are less surprised (or 
angry) when those risks later materialize. Well 
informed patients have less decisional regret and take 
more ownership of their own decisions.181 

Significant evidence indicates that patients do not 
typically bring malpractice suits simply because they 
have bad outcomes. They bring lawsuits when those 
bad outcomes are accompanied by bad feelings. Those 
bad feelings can be avoided with good patient com-
munication.182 In short, PDAs improve the quality of 
physician-patient communication. Better communi-
cation means lower liability exposure.183 

In sum, using PDAs produces four important ben-
efits: (1) they protect and promote patient autonomy; 
(2) they reduce medical errors and bolster patient 
safety, (3) they reduce healthcare costs, and (4) they 
reduce malpractice claims. Influential healthcare 
organizations from the Institute of Medicine to the 
Joint Commission have recognized these benefits.184 
And they have encouraged the widespread adoption 
of PDAs.

For example, in its influential 2001 Crossing the 
Quality Chasm report, the Institute of Medicine 
recommended greater use of decision aids to ensure 
that patients’ treatment decisions are consistent with 
their preferences and values.185 In 2014, the Institute 
of Medicine again reviewed the literature on shared 
decision making in clinical practice and reaffirmed the 
value of PDAs. It found that PDAs “trigger the robust 
communication that is necessary for shared decision 
making to occur.”186 

D. Few Clinicians Use PDAs
Despite robust evidence of effectiveness and despite 
influential recommendations to expand PDA use, 
widespread adoption has not happened. The use of 
PDAs has “not become the norm.”187 They remain 
“seldom adopted”188 and “rare in everyday practice.”189 
The research is here. But implementation remains 
sparse and incomplete.190 “Practice lags behind” the 
evidence.191 

Indeed, in light of its earlier endorsements, the Insti-
tute of Medicine recently lamented that “the promise 
of shared decision making remains elusive.”192 Others 
agonize that the potential of PDAs remains “unreal-
ized.”193 In short, a key challenge is to move PDAs from 
research to use, from the laboratory to the clinic.194

But making this move is not easy. Even patently 
superior medical interventions are often slow to get 
adopted.195 For PDAs, the challenges may be even 
greater. Perhaps the most significant hurdle to imple-
mentation is the need to incentivize and train clini-
cians to use PDAs.196 Two pervasive physician and 
system-level barriers have been summarized as “pro-
fessional indifference” and “organizational inertia.”197 
Other barriers include lack of physician comfort, time 
constraints, competing priorities, lack of reimburse-
ment, perceived burden, and cost.198 



reconceptualizing informed consent • spring 2017 23

Pope

The Journal of Law, Medicine & Ethics, 45 (2017): 12-40. © 2017 The Author(s)

Importantly, one barrier is intrinsic to the nature of 
PDAs: they reduce and constrain physician discretion 
and judgment. One of the key motivations for using 
PDAs is to convey more complete, up-to-date, and 
balanced information than patients are now receiving. 
But physicians may react negatively to this “intrusion” 
in much the same way that they have reacted to man-
dated disclosures.199

E. Legal Efforts to Promote PDA Use
Given that patient decision aids are a relatively recent 
development in clinical practice, it is not terribly sur-
prising that there is relatively little government over-
sight of the development and use of such tools.200 But 
there have been some efforts to “break the logjam” and 
facilitate the implementation of PDAs as a routine 
part of clinical practice.201

Three initiatives are notable. First, the federal 
government has spurred the development of PDAs 
through several grant programs. Second, the federal 
government has even built PDA use into reimburse-
ment criteria for some procedures. Third, some states 
have also moved to promote PDA use through con-
sumer websites, demonstration programs, and licens-
ing criteria. 

1. federal pda promotion through grants
The most notable source of federal law that directly 
deals with PDAs is Section 3506 of the 2010 Patient 
Protection and Affordable Care Act (ACA). The 
express purpose of Section 3506 is to facilitate shared 
decision making.202 It aims to do this in three ways. 

First, Section 3506 directs the U.S. Department 
of Health and Human Services (DHHS) to develop 
a mechanism to certify PDAs. Second, Section 3506 
promotes the development and clinical use of PDAs 
by directing DHHS to make grants or contracts to 
develop, update, produce, and test patient decision 
aids and to “educate providers on the use of such 
materials.”203 Third, Section 3506 directs DHHS to 
provide grants for the implementation and effective 
use of decision aids.204

As discussed below, the Center for Medicare Services 
(CMS) has not yet moved forward on the first aim by 
selecting an entity to certify patient decision aids.205 
However, CMS has moved forward on supporting the 
initiation of decision aid demonstration projects. For 
example, MaineHealth and the Mayo Clinic have been 
selected as “Shared Decision Making Resource Centers” 
to “disseminate best practices and other information to 
support and accelerate adoption, implementation, and 
effective use” of decision aids.”206 Furthermore, there 
are a number of other federal programs that authorize 
the funding of research on decision aids.207 

For example, Section 3021 of the ACA establishes 
the Center for Medicare and Medicaid Innovation 
(CMMI).208 The CMMI is charged with testing and 
evaluating “innovative payment and service delivery 
models” to identify approaches that will provide cost 
savings or improve the quality of care for popula-
tions served by Medicare, Medicaid, or the Children’s 
Health Program (CHIP).209 CMMI tests and evaluates 
models to determine if they either decrease program 
costs without reducing the quality of care, or increase 
the quality of care without increasing spending. When 
CMMI identifies such models, it has the authority to 
promulgate rules implementing these models on a 
nationwide basis, through federal health programs.210 

One of several models specifically identified by Sec-
tion 3021 as an opportunity for CMMI to address costs 
or quality of care is in assisting individuals to make 
“informed health care choices by paying providers 
of services and suppliers for using patient decision-
support tools” that “improve applicable individual 
and caregiver understanding of medical treatment 
options.”211 Thus, it is likely that CMMI will address 
payment and delivery models involving patient deci-
sion aids.212 

Indeed, part of CMMI’s work has involved the fund-
ing of grants to organizations that will implement 
“the most compelling ideas to deliver better health, 
improved care, and lower costs to people enrolled in 
Medicare, Medicaid, and Children’s Health Insurance 
Program.”213 In 2012, CMMI awarded the first batch 
of these “Health Care Innovation Awards.” While none 
of the awarded projects appear to specifically focus on 
patient decision aids, multiple projects address the 
larger issue of shared decision making and probably 
involve the use of PDAs.214 

Like CMMI, the Agency for Healthcare Research 
and Quality (AHRQ) has also promoted the develop-
ment and implementation of PDAs. The AHRQ Effec-
tive Health Care Program funds “effectiveness and 
comparative effectiveness research for clinicians, con-
sumers, and policymakers,” including multiple studies 
related to development, testing, or implementation of 
PDAs.215 Additionally, this program has made several 
PDAs (“plain-language guides”) publicly available, 
including for post-menopausal osteoporosis and “clin-
ically localized” prostate cancer.216 

A separate potential source of federal funding 
for the development, testing, or implementation of 
patient decision aids, is the Patient-Centered Out-
comes Research Institute (PCORI).217 The ACA man-
dated the establishment of PCORI as a non-govern-
mental, non-profit corporation, and charged it with 
funding comparative clinical effectiveness research.218 
This will increase the availability and quality of evi-
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dence that patients and health care providers need to 
make “informed health decisions.” 

In May 2012, PCORI indicated that one of its 
national priorities for research funding will be “com-
munication and dissemination research,” including 
support of “shared decision making between patients 
and providers.”219 This strongly suggested that PCORI 
would support decision aid research. PCORI’s subse-
quent award of its first cycle of grants has confirmed 
this. Of 25 grants initially awarded, at least two directly 
deal with assessing the efficacy of PDAs for improving 
medical decisions by patients and their families.220

2. federal pda promotion through payment 
incentives
While the federal government has not established 
criteria or processes for the certification of PDAs, it 
has incorporated shared decision making as a quality 
measure benchmark into several programs.221 And it 
continues to more broadly incorporate shared deci-
sion making into other conditions of participation and 
conditions of payment.222

For example, the Centers for Medicare & Medicaid 
Services issued two proposed Decision Memos that 
would predicate payment on a shared decision mak-
ing visit and use of one or more decision aids.223 The 
first CMS decision memo concerns screening for lung 
cancer with low-dose computed tomography scan 
imaging (LDCT).224 Medicare will cover this annual 
preventive screening only if the patient has a “shared 
decision making visit” that includes “the use of one or 
more decision aids.” 

The second CMS decision memo concerns left atrial 
appendage closure devices.225 Before Medicare will 
pay for such devices, the patient must have a “formal 
shared decision making interaction with an indepen-
dent non-interventional physician using an evidence-
based decision tool.” Since private payers typically fol-
low Medicare reimbursement models, shared decision 
making will spread even more widely.226

More broadly, shared decision making is one of 33 
performance standards in the Medicare Shared Sav-
ings Program (MSSP).227 Specifically, Accountable 
Care Organizations (ACOs) must “promote patient 
engagement” by addressing “shared decision making 
that takes into account the beneficiary’s unique needs, 
preferences, values, and priorities.” 

Under the MSSP, groups of physicians, hospitals 
and other health care providers contract with the 
Centers for Medicare and Medicaid Services to accept 
responsibility for the “quality, cost and overall care” 
of an assigned group of Medicare beneficiaries.228 To 
incentive these ACOs to provide quality, cost-efficient 
care, providers will continue to be paid under the 

Medicare fee-for-service model, but will be eligible for 
“shared savings” payments if the ACO meets certain 
cost and quality benchmarks.229 

One of the quality benchmarks required of ACOs 
is that these organizations “define processes to pro-
mote… patient engagement.”230 CMS regulations 
issued in 2011 clarified this requirement, explaining 
that measures that would promote patient engage-
ment “may include, but are not limited to, the use of 
decision support tools and shared decision making 
methods with which the patient can assess the merits 
of various treatment options in the context of his or 
her values and convictions.”231

Most recently, in December 2016, CMS launched a 
pair of demonstration projects aimed at evaluating dif-
ferent approaches to shared decision making between 
physicians and patients. The Shared Decision Mak-
ing Model will focus on integrating this approach into 
clinical workflow in ACOs. The ACOs will receive $50 
per SDM service delivered by their practitioners. The 
Direct Decision Support Model will use outside “deci-
sion support organizations” to educate patients about 
their treatment choices so they can have informed 
conversations with their physicians.232

3. state pda promotion through consumer 
websites, demonstration projects, and 
licensing rules
Since patient decision aids both improve care and 
reduce costs, federal policymakers have not been the 
only ones incentivizing their use. State policymakers 
have also been enacting legislation and administrative 
regulation that promotes the use of decision aids.233 
Most notable among these states is Washington. As 
discussed in the next section, Washington has already 
implemented a mechanism to certify PDAs.234 But 
other states have taken some smaller steps to incentiv-
ize the use of PDAs. Notable among these are Massa-
chusetts, Vermont, and Maine.

In 2012, Massachusetts established a Center for 
Health Information and Analysis.235 Among other 
things, this Center must “maintain a consumer health 
information website containing “information compar-
ing the quality, price and cost of health care services.” 
The statute mandates that, to the extent possible, this 
website must include decision aids “on but not limited 
to, long-term care and supports and palliative care.”

In 2009, Vermont enacted legislation calling for a 
shared decision making demonstration project.236 In 
2010, the Vermont Blueprint for Health commenced 
a one-year shared decision making pilot in the Barre 
Hospital Service Area.237 Similarly, in 2009, Maine 
enacted legislation calling for an “advisory group 
of stakeholders” to “develop a plan to implement a 



reconceptualizing informed consent • spring 2017 25

Pope

The Journal of Law, Medicine & Ethics, 45 (2017): 12-40. © 2017 The Author(s)

program for shared decision making.”238 In 2011, the 
group issued its final report, recommending a demon-
stration project.239 

At the regulatory level, in 2010, the Maine Board of 
Licensure in Medicine incorporated shared decision 
making principles into its guidelines on informed con-
sent.240 That same year, the Minnesota Department of 
Health incorporated such principles into its certifica-
tion requirements for Health Care Homes.241 

Several other states have also explored promoting 
the use of decision aids. In 2016, New Jersey consid-
ered a bill that would provide Medicaid coverage for 
advance care planning.242 The bill defined “advance 
care planning” as including the physician:

facilitating shared decision making with the 
patient, making use of: decision aids; patient 
support tools, provided in an easy-to-understand 
format which incorporates patient preferences 
and values into the medical plan; an advance 
directive; and a physician order for life-sustain-
ing treatment, as appropriate.243

Legislation has also been considered in Connecticut 
and Oklahoma.244 In Minnesota, bills in 2009 and 
2011 proposed requiring shared decision making for 
certain surgical procedures before reimbursement 
could be paid by a health plan company under con-
tract with the state commissioner of human services 
or finance.245 More legislation and regulation is sure 
to be considered and enacted by additional states over 
the next few years. 

While the measures taken by these states may help 
to promote the use of PDAs, they are insufficient. They 
fail to address the preliminary issues of exactly which 
PDAs clinicians should use. Not all PDAs are created 
equal. Therefore, more PDA use is not necessarily bet-
ter – unless the PDAs are accurate, up-to-date, and 
unbiased. To assure this, we need certification.

VI. Certification of Patient Decision Aids
There is a plethora of PDAs. And there is a plethora 
of PDA developers.246 Unfortunately, they are highly 
variable in their competence and motives. Some PDAs 
may not include all the relevant risks, benefits, and 
alternatives. Some may include them all but fail to 
present them in a fair and balanced manner. Indeed, 
sometimes a slanted presentation is intended, because 
the PDA developer has an interest in steering the 
patient to a particular treatment. For example, a phar-
maceutical company and an insurer might have very 
different PDAs for the same intervention.

Which PDAs should clinicians use? We need a pro-
cess for assessing and evaluating PDAs. We need a way 

to determine whether a PDA is a source of reliable 
health information that can help in decision making. 
After first explaining the need for PDA certification, I 
describe its origins in private expert collaboratives. I 
then describe the new certification criteria and process 
now implemented in Washington State. I conclude by 
examining the case for federal PDA certification.

A. Need for Certification
The relative newness of PDAs means that there is lit-
tle systematic oversight of their development or use. 
While PDAs have been promoted as a positive move-
ment toward both more meaningful informed consent 
and more cost-effective care, there is also an emerging 
recognition that some kind of quality-control mea-
sures are needed to ensure that PDAs do not do more 
harm than good.247 

The purpose of PDA certification is to help drive the 
evolution of informed consent from a one-way (dis-
closure-oriented) process to a two-way (participation-
oriented) shared decision making process. “Providers 
will be more comfortable using [PDAs] that have gone 
through some kind of independent vetting or certifica-
tion process.”248 

Certification improves and incentivizes the use of 
PDAs by assuring their quality.249 It is a formal pro-
cess that ensures their integrity. This is important, 
because “patients, clinicians, and payers need to be 
assured that the [PDAs] they choose to use have been 
developed in a legitimate manner and carefully scru-
tinized for quality and transparency.”250 PDA certifica-
tion helps assure that evidence-based criteria are met 
and conflicts of interest are mitigated.251

The risks are significant. There is a real “possibil-
ity of the introduction of poor quality tools.”252 As dis-
cussed above, numerous for-profit, non-profit, and 
government developers have produced a multitude 
of PDAs.253 Unfortunately, they are widely diverse in 
quality. Many are incomplete, inaccurate, or mislead-
ing.254 Many are not supported by evidence of effec-
tiveness.255 Consequently, just as drugs and devices 
must be approved by the Food and Drug Administra-
tion to ensure that they are safe and effective, here too, 
regulatory oversight is needed to ensure that PDAs 
meet a minimum level of quality and safety.256 

Indeed, a bad PDA can be just as dangerous as a bad 
drug or device. Several features of PDAs increase the 
likelihood of misinformation or bias, relative to other 
types of patient educational materials.257 First, PDAs 
are generally developed by third parties not involved 
in a patient’s care, including professional associations, 
government agencies, hospitals and health centers, 
non-profit organizations, and for-profit companies.258 
Some of these developers “have little incentive to main-
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tain the integrity of their products other than market 
pressures to maintain good business practices.”259 But 
in other contexts, such as environmental regulation, 
products liability, and pharmaceuticals; it has become 
clear that market pressures are often insufficient to 
protect consumers.260 

Second, PDAs are “powerful tools that can influ-
ence clinical care decisions.”261 Some developers have 
a financial conflict of interest to direct the patient 
toward a particular option.262 The American Medi-
cal Association has expressed concern about the use 
of PDAs “by insurers and others” as a vehicle to steer 
patients toward less expensive treatment options on 
the basis of biased or misleading information.263 

Third, the potential for the creation and use of 
biased or misleading decision aids is exacerbated by 
the fact that PDAs are generally used by patients out-
side interactions with their physicians, meaning that 
“physicians may have limited opportunities to medi-
ate or interpret the information” provided by third 
parties.264 

Fourth, further complicating the issue is the fact 
that PDAs are commonly used in medical deci-
sions that “involve moral and political controversies 
that may impact the way information is provided to 
patients,” (e.g. reproductive issues).265 The interaction 
of these elements raises concerns of quality and objec-
tivity that are not yet addressed in a systematic way by 
private or government oversight.266 

B. Origins of PDA Certification
Fortunately, there is a growing recognition of the 
need for some kind of formal credentialing process.267 
A few nongovernmental organizations have already 
begun compiling and assessing the quality of available 
patient decision aids.268 

Notable among these efforts is the International 
Patient Decision Aid Standards Collaboration 
(IPDAS). This group of researchers, practitioners, 
patients, policymakers, and other stakeholders from 
more than a dozen countries around the world was 
established in 2003 to enhance the quality and effec-
tiveness of PDAs.269 

To this end, IPDAS has developed a detailed set of 
evidence-based criteria to guide evaluation of the qual-
ity of decision aids.270 These include: (a) describing 
the health condition, (b) listing the options, (c) listing 
the option of doing nothing, (d) using visual diagrams, 
(e) using stories that represent a range of positive and 
negative experiences, (f ) reporting the source of fund-
ing used to develop the materials, and (g) describing 
the quality of scientific evidence presented. 

Similar to IPDAS, the Ottawa Hospital Research 
Institute (OHRI) has compiled a library of decision 

aids that meet a few basic criteria. To be included in 
OHRI’s database, a decision aid must: (a) provide 
information about the “options and outcomes that are 
relevant to a patient’s health status;” (b) must report 
the date it was most recently updated and be no more 
than five years old; (c) must “provide references to 
scientific evidence used;” (d) must report conflicts of 
interest; and (e) must be publicly available.271

But IPDAS and OHRI are mere private organiza-
tions. Neither has been formally recognized as a cer-
tifying entity in the way that, for example, the Joint 
Commission is widely recognized by state licensing 
authorities.272 They have no legal authority to promul-
gate certification standards, much less evaluate and 
certify specific PDAs. This means that, at the moment, 
the issue of patient decision aids is largely devoid of 
oversight or standardization. The notable exception is 
Washington State. 

C. Certification in Washington State Is Already Here
Washington State, seizing the opportunity to promote 
shared decision making, has moved forward with PDA 
certification. It began with a series of statutes enacted 
between 2007 and 2012. Then, in 2015, the state 
Health Care Authority (HCA) drafted certification 
criteria and built a certification process. In 2016, it 
issued a call for proposals and began certifying PDAs. 
Finally, Washington State is not only certifying PDAs 
but also is incentivizing clinicians to use them.

1. legislative and regulatory foundations
In 2007, the Washington State legislature found 
that there is “growing evidence that, for preference-
sensitive care… patient-practitioner communication 
is improved through the use of high-quality decision 
aids that detail the benefits, harms, and uncertainty 
of available treatment options.”273 So, the legislature 
enacted legislation that called for a demonstration 
project.274 The goal of this demonstration project was 
to “increase the extent to which patients make genu-
inely informed, preference-based treatment decisions, 
by promoting…the development, certification, use, 
and evaluation of effective decision aids.”275

The demonstration project was a success. So, in 
2011, Washington enacted further legislation, direct-
ing the HCA to convene a joint working group, the 
Robert Bree collaborative, to “identify health care 
services for which there are substantial variations in 
practice patterns or high utilization trends.”276 For 
such services, the statute directs the collaborative to 
“consider strategies that will promote improved care 
outcomes, such as patient decision aids.”277 

In 2012, Washington enacted a third statute. The 
2007 legislation had anticipated the emergence of a 
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“national certifying organization.”278 Since that still 
had not happened five years later, the legislature out-
lined a state-specific process for certifying decision 
aids.279 Specifically, the legislature empowered the 
Chief Medical Officer of the Health Care Authority to 
independently assess and certify PDAs.

By the end of 2012, the HCA had already promul-
gated regulations defining the process by which it 
would certify PDAs.280 Basically, these regulations 
authorized the HCA medical director to establish 
minimum scores in three categories: (1) content cri-
teria, (2) development process criteria, and (3) effec-
tiveness criteria, based on the IPDAS Collaboration 
criteria.281 The 2012 regulations also authorized the 
HCA to charge a “certification fee” to defray the costs 
of assessment and certification.282

But despite these regulations, the HCA still did 
not have a specific process or criteria for certification. 
Fortunately, in 2014, Washington State won a State 
Innovation Models grant from the Centers for Medi-
care and Medicaid Innovation to bring shared deci-
sion making into mainstream clinical practice. And 
the project received additional financial support from 
the Gordon and Betty Moore Foundation. So, finally, 
in 2015, with the requisite resources in place, the HCA 
proceeded to draft certification criteria and create a 
certification process.283

2. building the criteria and process
In 2015, the HCA drafted tentative certification crite-
ria based on the IPDAS standards. 284 It then convened 
more than 60 stakeholders (including providers, pay-
ers and consumers) to provide feedback on those draft 
criteria. In April 2016, the HCA published its certifica-
tion criteria.285 They require that the PDA adequately:

•  Describe the health condition or problem
•  Explicitly state the decision under consideration
•  Identify the eligible or target audience
•  Describe the options available for the decision, 

including non-treatment
•  Describe the positive features of each option 

(benefits)
•  Describe the negative features of each option 

(harms, side effects, disadvantages)
•  Help patients clarify their values for outcomes of 

options by a) asking patients to consider or rate 
which positive and negative features matter most 
to them AND/OR b) describing each option to 
help patients imagine the physical, social (e.g. 
impact on personal, family, or work life), and/or 
psychological effects

•  Make it possible to compare features of available 
options

•  Show positive and negative features of options 
with balanced detail

•  If outcome probabilities are included, allow 
comparison across options using the same 
denominator

•  Provide information about the funding sources 
for development

•  Report whether authors or their affiliates stand 
to gain or lose by choices patients make using 
the PDA

•  Include authors/developers’ credentials or 
qualifications

•  Provide date of most recent revision (or 
production)286

The Washington State certification criteria further ask 
whether the PDA and/or the accompanying external 
documentation (including responses to the applica-
tion for certification) adequately:

•  Disclose and describe actual or potential finan-
cial or professional conflicts of interest

•  Fully describe the efforts used to eliminate bias 
in the decision aid content and presentation

•  Demonstrate developer entities and personnel 
are free from listed disqualifications287

•  Demonstrate that the Patient Decision Aid has 
been developed and updated (if applicable) using 
high quality evidence in a systematic and unbi-
ased fashion 

•  Demonstrate that the developer tested its deci-
sion aid with patients and incorporated these 
learnings into its tool288

3. implementing the certification process
In April 2016, the HCA began accepting PDAs for 
certification. It prioritized PDAs relating to obstetrics 
and maternity care. Over the next few years, the HCA 
has prioritized the certification of PDAs for orthope-
dic, cardiac, and end-of-life care. The HCA is publish-
ing a list of certified PDAs upon completion of each 
certification process.

By summer 2016, the HCA had already completed 
the certification process and certified several mater-
nity-related PDAs, including “Prenatal Genetic Test-
ing: Understanding Your Options”; “Amniocentesis 
Test: Yes or No?”; “Pregnancy: Your Birth Options 
after Cesarean”; and “Pregnancy: Birth Options if 
Your Baby is Getting Too Big.”289 The HCA began the 
next round of PDA reviews in early 2017.

4. incentivizing wider use of certified pdas
By developing PDA certification criteria and pro-
cesses, Washington State has paved the way for CMS 
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and other states. But Washington State did not stop 
there. It further incentivizes the wider use of PDAs in 
two important ways.290 

First, Washington State is acting as a “first mover,” 
using its enormous purchasing power to transform 
the health care marketplace. The state’s HCA pur-
chases health care for more than two million indi-
viduals through two programs at a price tag of $10 
billion annually. 1.8 million are enrolled in Wash-
ington Apple Health (Medicaid). Another 350,000 
are enrolled in the Public Employees Benefits Board 
(PEBB) Program that covers eligible employees and 
retirees of state agencies and higher education insti-
tutions. Together, these two programs cover 30% of 
Washingtonians. 

The HCA already requires the use of certified PDAs 
in its PEBB accountable care organization contracts. 
Two accountable care programs are integrating certi-
fied PDAs at pilot sites. And the HCA plans to further 
promote the use of certified PDAs in clini-
cal practice. For example, through a prac-
tice transformation support hub, provid-
ers will have the opportunity to participate 
in training to learn shared decision mak-
ing skills, and receive technical assistance 
for implementation of shared decision 
making with the use of certified PDAs.

The second way in which Washington 
State is incentivizing the use of certified 
PDAs is by linking their use to enhanced 
liability protection for providers. A 2007 
statute offers physicians a higher degree 
of protection against a failure to inform 
lawsuit, if the clinician engaged in shared 
decision making with a certified PDA.291

Under Washington law, a “regular” 
signed consent form constitutes prima 
facie evidence that the patient gave her 
informed consent to the treatment admin-
istered. The patient has the burden of 
rebutting this by a preponderance of the 
evidence (showing it >50% likely that her 
consent was not informed). In contrast, a 
patient’s signed “acknowledgment” of shared decision 
making also constitutes prima facie evidence that the 
patient gave his or her informed consent to the treat-
ment administered. But the patient has the heavier 
burden of rebutting this presumption by “clear and 
convincing evidence.” 

In short, the use of a certified PDA offers clini-
cians added legal protection by materially changing 
the patient’s burden of proof. In contrast to the usual 
preponderance of the evidence standard under which 
a patient would have to show that her consent was 

probably (>50%) not informed, a patient must instead 
more confidently establish (>75%) that her consent 
was not informed.292 

Linking the use of PDAs to legal protection parallels 
broader trends to rationalize and standardize medi-
cal practice by linking evidence-based clinical practice 
guidelines to safe harbor legal immunity.293 Even more 
directly analogous experience with standardized writ-
ten disclosures in Texas demonstrates that the incen-
tive of exculpatory protection spurs wider use.294 

Eventually, shared decision making and the use of 
certified PDAs may become a new standard of care, 
such that failure to use them may be considered a 
deviation from acceptable practice and hence poten-
tial malpractice. Surely, more and more Washington 
physicians will use PDAs because of either state pur-
chaser mandates or liability protection. At some point, 
using a certified PDA is what the reasonable Washing-
ton physician would do.295 

Nearly 90 years ago, Justice Brandeis advised that “a 
state may, if its citizens choose, serve as a laboratory; 
and try novel social and economic experiments.”296 
Washington State is serving as the laboratory for PDA 
certification and promotion of shared decision mak-
ing as an enhanced form of informed consent. Wash-
ington State is leading the way forward. Washington 
State’s leadership in creating a PDA certification pro-
cess provides a model that CMS can adopt. 

Arguably, Washington State’s model can be fol-
lowed not only by CMS but also by other states. But 

Washington State is acting as a “first mover,” 
using its enormous purchasing power to 
transform the health care marketplace. 
The state’s HCA purchases health care 
for more than two million individuals 
through two programs at a price tag of $10 
billion annually. 1.8 million are enrolled 
in Washington Apple Health (Medicaid). 
Another 350,000 are enrolled in the Public 
Employees Benefits Board (PEBB) Program 
that covers eligible employees and retirees 
of state agencies and higher education 
institutions. Together, these two programs 
cover 30% of Washingtonians. 
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that seems like an imprudent long-term strategy. With 
56 separate certification processes, PDA producers 
would face a “regulatory patchwork.”297 Instead, it is 
now time to build on Washington State’s experience at 
the national level. 

D. Federal Certification Is Coming
Federal legislation concerning PDA certification was 
first introduced in 2009.298 The Empowering Medi-
care Patient Choices Act called for “a certification pro-
cess for patient decision aids for use in the Medicare 
program and by other interested parties.” To achieve 
this, the bill directed Department of Health and 
Human Services to contract with an entity to “synthe-
size evidence and convene a broad range of experts 
and key stakeholders to establish consensus-based 
standards, such as those developed by [IPDAS], to 
determine which [PDAs] are high quality [PDAs].” 
The 2009 legislation further charged this entity to 
apply the standards it established to “review [PDAs] 
and certify whether [PDAs] meet those standards.”299

While Congress did not enact the Empowering 
Medicare Patient Choices Act, key provisions from 
that legislation were included in the bill that ultimately 
became the 2010 Patient Protection and Affordable 
Care Act. Most importantly, like the 2009 legislation, 
the ACA anticipated moving PDAs into practice by 
creating a certification process.300 

Specifically, the ACA requires the DHHS to con-
tract with an entity that will “synthesize evidence” 
and establish “consensus based standards” for evalu-
ating PDAs. This entity would then develop a “cer-
tification process” to endorse PDAs that meet these 
standards. But nearly seven years after enactment of 
the ACA, the Department of Health and Human Ser-
vices has not yet implemented this PDA certification 
mandate.301 

Fortunately, a key funder of the Washington State 
program, the Gordon and Betty Moore Foundation, 
also funded the development of national standards for 
PDAs and a process for their certification.302 In par-
ticular, the Foundation funded the National Quality 
Forum (NQF) to convene a multi-stakeholder expert 
panel to define concepts for how to measure decision 
quality and shared decision making.303 

The NQF is a non-profit organization that works to 
improve the quality of the nation’s healthcare system 
by: (1) building consensus about national priorities 
and performance improvement goals, (2) endorsing 
national performance measures and other consensus 
standards for use in quality improvement and pub-
lic reporting, and (3) using education and outreach 
to help reach national goals.304 Since its founding in 
1999, NQF measures and standards have served as 

a critically important foundation for initiatives to 
enhance healthcare value, make patient care safer, and 
achieve better outcomes.305

The NQF panel on PDAs convened in May and June 
2016. It was able to efficiently build upon prior work 
conducted by both the International Patient Decision 
Aid Standards (IPDAS) Collaboration and the Wash-
ington State HCA. In September 2016, the NQF pro-
mulgated a draft report for comment. It issued a final 
report in December 2016.306 

But for broader healthcare policy waves created 
by the new Trump Administration, one might have 
expected the NQF publication of criteria and processes 
for PDA certification to prompt CMS to formally rec-
ognize them in rulemaking pursuant to the ACA man-
date. Still, while not immediate, that result seems inevi-
table. At that point, other states, including Washington 
State, could deem PDAs certified for purposes of state 
law, so long as those PDAs were certified pursuant to 
the CMS-approved mechanism. Increasingly, those 
states and private insurers in those states will require 
clinicians to use certified PDAs as a condition of insur-
ance reimbursement and for liability protection.307

Conclusion
Today, there is a discernible (albeit slow) shift away 
from traditional informed consent processes, toward 
shared decision making processes incorporating the 
use of PDAs. Indeed, the use of PDAs is perhaps 
both the most rapidly growing and the most prom-
ising means of addressing the failure of traditional 
informed consent.308 

The law is an important lever that can help reduce 
and eliminate barriers to the wider adoption of shared 
decision making and PDAs in clinical practice. Cur-
rent and emerging legal incentives and penalties are 
helping to drive the evolution from a one-way, disclo-
sure-oriented informed consent to a two-way, partici-
pation-oriented shared decision making process. 

Since its origins in the early 1970s, the doctrine of 
informed consent has been largely a creature of the 
common law. Depending on the jurisdiction, the phy-
sician must disclose either what a reasonable patient 
would deem material or what a prudent physician 
would disclose under the circumstances. The federal 
certification of PDAs may soon displace these inad-
equate state standards, and impose much-needed 
consistency and uniformity to informed consent pro-
cesses. We may finally close (or at least narrow) the 
persistent gap between the theory and the clinical 
reality of informed consent.
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Note
This article is adapted from the author’s presentations 
at June 2016 meetings of the American Society of 
Law, Medicine and Ethics, the International Associa-
tion of Bioethics, and the Institute of Medical Ethics. 
This article also draws on Professor Pope’s work as an 
expert panel member on the 2016 National Quality 
Forum Decision Aids Project. 
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