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Permeation of artificial intelligence (Al) tools into health care
tests traditional understandings of what patients should be told
about their care. Despite the general importance of informed con-
sent, decision support tools (eg, automatic electrocardiogram
readers, rule-based risk classifiers, and UpToDate summaries)
are not usually discussed with patients even though they affect
treatment decisions. Should Al tools be treated similarly? The legal

doctrine of informed consent
requires disclosing information
that is material to a reasonable
patient's decision to accept a
health care service, and evidence suggests that many patients
would think differently about care if they knew it was guided by Al.
In recent surveys, 60% of US adults said they would be uncomfort-
able with their physician relying on Al,' 70% to 80% had low
expectations Al would improve important aspects of their care,?
only one-third trusted health care systems to use Al responsibly,
and 63% said it was very true that they would want to be notified
about use of Al in their care.*

To help health care leaders and practitioners navigate this thorny
terrain, we provide a framework for deciding what patients should
be told about Al tools. In contrast to prior work,> we focus on tools
thatinvolve human oversight because use of autonomous Al in health
careisrare.

Multimedia

Ask, Tell, or Neither?

Notwithstanding emphasis on a “right to notice and explanation”in
prominent guidelines such as the Blueprint for an Al Bill of Rights,®
it is neither practicable nor desirable to tell patients about every Al
tool used at a health care organization. At some hospitals, a pa-
tient's care may implicate dozens of Al tools, many operatingin the
background. This promises to compound the problem that disclo-
sures and consents in health care are often perfunctory and legal-
istic, not meaningful and autonomy enhancing.”® Patients who want
to be kept informed about their care in principle may struggle with
the information overload that a hospital admission entails, making
itimportant to assess what value additional disclosures would con-
tribute. Furthermore, although consent should not substitute for
other Al governance mechanisms, overemphasizing consent could
undercut the impetus for oversight.® Disclosures may also do harm,
stoking distrust of clinicians’ recommendations and communica-
tions even where evidence suggests that Al improves them.'®"" For
instance, patients perceive Al-drafted emails to be more empa-
thetic than those drafted by physicians, but if told that an email was
drafted by Al, they are significantly less satisfied with it.”> When Al-
augmented care is superior, a consent regime can result in clini-
cians having to deliver suboptimal treatment, which may cause moral
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distress." Offering opt outs also entails social costs: it may reduce
the diversity of the patient data used to train Al tools.® For these rea-
sons, it should not be presumed that disclosure of Al tools always
serves patients’ interests.

Setting a patient disclosure policy should be part of every deci-
sion by a health care organization to deploy an Al tool. We propose
that the policy—notify patients that the tool is being used, seek
their consent to use it, or neither—should be driven by 2 determi-
nations. First, how serious is the risk that using the tool could cause
physical harm to patients?™* Second, to what extent do patients
have a meaningful opportunity to exercise agency in response to a
disclosure? When both risk and opportunity for agency are high,
the disclosure obligation is at its apex. At a minimum, a robust noti-
fication is ethically required; where obtaining consent is feasible,
that may be preferable. In contrast, when there is little risk of harm
and no real prospect that patients can take action in response to
information, it may be reasonable and even preferable not to pro-
vide notification. lllustrative examples are given in the Table.

Determining the likelihood that an Al tool may cause patient
harm requires assessing (1) the risk that the tool poses, (2) the likeli-
hood that errors will reach patients without being intercepted, and
(3) the severity of the harm that could result.” The greater the
product of these factors, the stronger the disclosure obligation.
Notably, the product may be high even if some factors are low.
For example, an Al surgical visualization tool may have a low risk
of error, but errors can instantaneously cause serious harm. A
patient portal messaging tool may make potentially consequential
mistakes infrequently but entail a low likelihood of clinicians cor-
recting errors.'®

What if the risk of error is higher for some patients than others
due to poorer algorithmic performance in subgroups? When pa-
tients can be readily identified as members of a subgroup vulner-
able to algorithmic bias, it may be desirable to give them tailored in-
formation even though the decision framework militates against
disclosure to other patients. For example, when applying a predic-
tive algorithm trained primarily on adult data to children, parents
should be told that the physician's confidence in the output is lower
than it would be for adults.

The second criterion in this framework asks what opportunity
patients realistically have to exercise agency with respect to the Al
tool in the context of the care setting. Agency could take 2 forms.
For some tools, patients may be able to opt out. For example, pa-
tients may be able to choose surgery that does not involve an Al-
guided robot or mammography without Al interpretation."” In con-
trast, they probably cannot opt out of having their hospital use a
predictive algorithm to determine whether to prestock blood in the
operating room for their surgery.
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Table. lllustrative Artificial Intelligence (Al) Use Cases and Recommendations for Patient Notification

Use case

Recommendation and rationale®

Consent
Al-guided, nonautonomous surgical robot

Consent, because surgery typically involves considerable risk of harm and patients can choose

nonrobotic surgery.

Tool that analyzes the genomic information of patients with
cancer to predict responses to specific drugs and recommend
treatment plans

tool used.

Consent, because inaccuracy could lead to poor outcomes and patients can opt out of having the

Notification

Predictive algorithm to identify patients who may have
hypertrophic cardiomyopathy based on existing
echocardiography data

Generative Al tool that drafts replies to patient emails

Notification of those who screen positive, because although patients cannot avoid having the
tool used, knowing that follow-up echocardiography is being recommended because of an Al
algorithm may affect their decision about whether to accept the recommendation.

Notification, because inaccuracy may cause harm and informed patients may be activated to

question odd email replies.

Ambient listening tool that generates clinic visit summaries

Notification, because inaccuracy may cause harm and patients can check summaries for accuracy.

(In some states, however, consent is legally required.)

Neither consent nor notification

Predictive algorithm to inform decision whether to stock
blood in operating room for potential transfusion

Al-assisted mammography interpretation

Neither, because patients cannot influence such operational decisions and ensuring blood
availability does not replace patient consent for blood transfusion.

Neither, assuming Al-assisted interpretation outperforms human only, because exercising the

choice to seek alternate care elsewhere would increase risk of harm.

Generative Al tool that drafts summaries of imaging findings
dictated by radiologist

Predictive algorithm for identifying inpatients for whom daily
laboratory testing can be safely discontinued

Neither, because risk of harm is low given that tool only summarizes radiologist’s input.

Neither, because patients cannot opt out of use of the tool or demand that laboratory tests be
continued; and because the determination to order laboratory tests comes from the clinician and

the alert merely suggests laboratory tests might be safely discontinued.

Generative Al tool to help hospital file prior authorization
requests with insurers
accuracy.

Neither, because risk of harm is low (given that denials can be appealed) and patients cannot
influence such operational decisions or personally review prior authorization requests for

2 Recommendations assume that the Al model has performed well in predeployment testing on a similar population.

For other tools, even though opting out is not possible, pa-
tients who understand that Al is involved may alter their behavior
in ways that promote their interests. For instance, a patient who
knows their physician's email message was drafted by Al may be more
likely to question something that seems odd than a patient who
thinks their physician was the only author. A daughter who knows
that the hospital nurse caring for her mother did not write her own
end-of-shift summary note may be more likely to log on to the elec-
tronic health record, check the note for errors and omissions, and
alert the incoming nurse to the need for corrections. Therefore,
health care organizations should assess whether disclosure en-
hances patients’ ability to participate in their care even where no
choice can be offered about having the tool used.

Ethical vs Legal Obligations

Our ethical framework is generally consonant with the legal doc-
trine of informed consent, which requires disclosure of material in-
formation. Material means information that would be important to
a reasonable patient's decision about whether to accept a treat-
ment—or in some states, a reasonable physician’s decision about
which treatment to offer. Information about trivial risks does not
meet this standard, nor does information about things patients can-
not avoid having used in their care. However, it is relevant if pa-
tients would be able to obtain different care elsewhere.

State laws may specify what patients must be told about cer-
tain uses of Al tools. Wiretapping laws may require 2-party consent
for ambient visit recording. Some states have adopted laws requir-
ing disclosure that certain patient communications were drafted by
Al. These legal requirements reflect the core considerations in this
ethical framework: 2-party consent laws allow patients to opt out
of recording, and laws about patient emails contemplate that pa-

JAMA September2,2025 Volume 334, Number 9

tients may ask questions about puzzling communications they know
were written by bots.

Critiques of the Framework

Unlike some prior work, this framework does not require disclo-
sure of all Al tools that are high risk in the sense that they perform
an important clinical function or are deployed on seriously ill
patients.'*'® This may seem counterintuitive. However, most tools
in use today entail a human reviewing and acting on model output.
The key question therefore is whether the residual risk to patients
is low once one considers the likelihood that the humanin the loop
will successfully detect errors. Capacity constraints, automation bias,
and users’ unfamiliarity with a tool's weaknesses may undercut
efficacy.”®

This framework also excludes several factors that would seem
salient to disclosure obligations. First, Al tools arguably are not mean-
ingfully different from other decision support tools or risk-
producing aspects of care about which patients are not informed.
This line of reasoning assumes that current disclosure practices are
optimal, however. Furthermore, Al is a cognitive intervention likely
to function with less human oversight than prior generations of de-
cision aids. Second, some commentators consider risk of discrimi-
nation to be an independent reason to disclose use of algorithmic
tools.” But although use of attributes such as race in algorithms cre-
ates obligations to monitor and mitigate bias, the risk of discrimi-
nation can be considered within the general rubric of risk of harm
described above.

Third, perhaps disclosure policies should consider whether using
the Al tool requires sending identifiable patient information out-
side the health system, because many patients feel uneasy about
third-party use of their data. A difficulty, however, is that the line
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Box. Sample Patient Consent for an Ambient Scribe Tool for Clinic Visits®

Modality

Information is distributed via paper information sheet when patient
checks in for clinic visit; nurse elicits oral consent when patients are
brought to examination room.

Information Sheet

Apex Hospital uses an artificial intelligence (Al) tool called Intelligent
Ear to help your physician take notes on your visit today and
summarize them in your medical record. Under California law, you
have the right not to have this tool used.

Intelligent Ear makes an audio recording of your physician visit and
uses Al to write out the conversation in full. It then uses a different
kind of Al to generate a summary of the important parts of the
conversation. Your physician will have the opportunity to review and
edit this summary before making it part of your medical record.

The audio recording is securely sent to the company that developed
Intelligent Ear, but the company does not keep any information
about you once the visit summary is created.

Apex Hospital is using this tool because of evidence that it can
improve care. Having this type of aid enables physicians to keep

between deidentified and potentially identifiable data is dissolv-
ing, making this an unstable basis for distinguishing cases where dis-
closureis and is not necessary. Arelatedissueis that inferences about
people can be drawn from the data of others like them, sapping the
protective power of consent.®

Fourth, some may argue that disclosure policies should vary with
the complexity of the Al tool because consent is not meaningful ifa
patient cannot truly understand what they are accepting. Inour view,
it is less important for patients to comprehend how an algorithm
works than to grasp the risks and benefits associated with using it.
Other medical products also work through mechanisms that most
laypersons cannot understand, yet this complexity does not alter the
extent to which ordinary consent practices apply.

What Should Be Disclosed?
Disclosures need not be extensive to serve their ethical purpose.
Using plain and concrete language, patient notifications should
cover (1) the fact that an Al tool is being used; (2) what functions it
performs; (3) a basic description of how it works, including the clin-
ician's role; (4) why the organization believes it improves care;
(5) abasic description of how the organization monitors the tool's per-
formance, including differential performance across patient sub-
groups; and (6) where applicable, what choices the patient has about
having the tool used in their care.?°' Some evidence suggests that
patients may also like to receive information about data privacy and
whether the tool is cleared by the US Food and Drug Administration.?2
Where patient consent, as opposed to notification, is deemed appro-
priate, additional information about known risks, benefits, and alter-
natives should be involved, including information about the risks as-
sociated with not using the Al tool.?> But even here, detailed technical
information, such as the specific machine learning method the algo-
rithm uses, will not be useful to most patients.

The optimal modality for conveying information will vary
depending on the tool. Where full verbal disclosures are infeasible,
online and printed information sheets are useful alternatives.®
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their focus on you during your visit and save time writing notes at
the end of the day. Testing showed Intelligent Ear generates
good-quality summaries and that physicians find it helpful.

The tool performs somewhat less well for people with accented
English, people with speech impediments, and conversations with
more than 2 speakers. To help avoid inaccuracies, your physician has
been trained to review summaries with special care in those
circumstances. Apex Hospital is using this tool after studying the
results of a pilot test at Apex, and continues to monitor the tool's
performance to make sure it is working well for all types of patients.

We are excited to be able to offer this tool in our continuing efforts
to deliver the best care possible. If you do not wish to have the tool
used in your visit today, please let your nurse know.

Nurse Script
Did you have any questions about the scribe tool that the physician
uses? Is it OK with you if the physician uses it today?

2 For use in a state where 2-party consent for recording conversations is legally
required. In other states, notification without nurse confirmation of consent
would be ethically sufficient.

For Al-generated clinical summaries and patient emails, a simple
disclosure that the text was generated by an Al tool and reviewed
by a clinician can direct interested patients to additional informa-
tion via a hyperlink. An example of a simple disclosure is provided
in the Box.

Conclusions

Health care practitioners are right to ask questions about what
patients should be told about Al use, but they should not be left to
grapple with them on their own. When a health care organization de-
cides todeploy an Altool, it should decide whether notification or con-
sentisethically required.?*If it is, the organization should identify steps
it can take to ensure that this policy is applied consistently.

To decide that disclosure is not required at the point of care is
not to conclude that organizations have no transparency obliga-
tions concerning their use of Al. Two complementary steps can
help discharge these obligations. First, health care organizations’
websites and written materials distributed to patients should
explain how the organization uses Al to deliver better, safer, more
efficient care and protect staff well-being.> They should describe
the types of Al tools currently in use and how the organization
ensures their safe and responsible use. This kind of transparency
honors patients’ desire to know how their care may be affected by
Al and may help some make decisions about where to seek care. It
also strengthens organizations' incentives to create strong gover-
nance processes for Al so that they have a compelling story to tell
about their own accountability.

Second, health care organizations should explore ways to in-
volve patient representatives in Al governance processes. For ex-
ample, structured consultations with patients who have had signifi-
cant health care experiences and received training on Al can help
ensure that organizational leaders understand patient perspec-
tives onimportant decisions. Both of these steps recognize that more
important than merely communicating risks of Al tools is taking ac-
tion to minimize them.
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