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Reimagining Informed Consent 

1. History of the doctrine of informed consent 

2. Failure of the law to achieve ethical goals

3. A proposal

4. Starting to think about comprehension



Part I: What is Informed Consent?

Process of communication between 
a patient and physician that results in 
the patient’s authorization or 
agreement to undergo a specific 
medical intervention

Source: AMA



What’s the Purpose of Informed Consent?

• Protect individual autonomy

• Ensure human being status (respect for 
persons)

• Avoid fraud/duress

• Encourage good/rational decision making

• Involve public in medicine

• Improve patient care



Informed Consent History

• Paternalism

• Non-maleficence



Informed Consent History

• Paternalism ➔ Autonomy

• Non-maleficence ➔ Self-Determination

“The historic transition from the 
regime of ‘doctor is right’ to ‘patient 
has rights’”

Sheldon F. Kurtz, The Law of Informed Consent: 
From “Doctor is Right” to “Patient has Rights”, 

50 SYRACUSE L. REV. 1243 (2000)



Informed Consent History

• Paternalism ➔ Autonomy

• Battery ➔ Informed Consent (negligence)





Informed Consent: The Elements

1. Duty

2. Breach

3. Injury

4. Causation 



Informed Consent History

• Paternalism➔ Autonomy

• Battery ➔ Informed Consent (negligence)

• “Community” standard of disclosure ➔
“Reasonable Patient” standard of 
disclosure



The Canterbury standard

• Requires disclosure of all information 
that is material to a reasoned 
decision by the patient to accept or 
reject the offered intervention 

• Degree and incidence of risk of 
intervention 

• Alternatives to intervention

• Risks/benefits of no treatment

• Whether information is “material” 
determined by reasonable prudent 
person standard 

Source: Canterbury v. Spence, 464 F. 772 (D.C. Cir. 1972)





Patient Standard

Professional Standard

Hybrid Standard

Source: Studdert et al., Geographic Variation in Informed Consent 

Law, 4 J. Empirical Studies 103 (2007) (updated) 

Dueling Materiality Standards



Dueling Materiality Standards

Community standard Reasonable patient 

standard

Nature and scope of proposed 

treatment

Risks, benefits, and 

alternatives material to 

reasonable patient

Expert testimony re 

appropriate disclosure

pursuant to professional 

standards

Expert testimony re risks of

intervention, incidence, 

possibility that intervention 
caused resulting harm

Physician discretion to 

disclose

Physician duty to disclose

Decision to accept/reject 

therapy is medical decision 

Decision to accept/reject 
therapy is personal decision



The Law Continues to Emphasize (and Expand) 
Disclosure

• Hidding v. Williams, 578 So. 2d 1192 (La. 1991) (physician’s 
alcohol use is material to patient’s decision) (but see Kaskie v. 
Wright, 589 A.2d 213 (Pa. 1991)
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The Law Continues to Emphasize (and Expand) 
Disclosure

• Hidding v. Williams, 578 So. 2d 1192 (La. 1991) (physician’s 
alcohol use is material to patient’s decision) (but see Kaskie v. 
Wright, 589 A.2d 213 (Pa. 1991)

• Arato v. Avedon, 858 P.2d 598 (Cal. 1993) (no mandated 
disclosure of life expectancy information)

• Faya v. Almarez, 620 A.2d 327 (Md. 1993) (physician HIV+ 
status may be material to patient’s decision)

• Johnson v. Kokemoor, 545 NW 2d 495 (Wis. 1996) (physician’s 
inexperience may be material to a patient’s decision)



Part II: The Legal Doctrine Fails Patients

• “A superficial charade rather than an autonomous choice” 
(George Annas)

• “A charade, a symbolic but contentless formality” 
(Alexander Capron)

• The “bete noire of the medical malpractice doctrine” 
(Richard Shugrue & Kathryn Linstromberg)

• A “willing accomplice” to the subversion of informed consent 
(Grant Morris)

• “Ritualistic, formalistic, and hollow” (Peter Schuck)



Part II: The Legal Doctrine Fails Patients



Part II: The Legal Doctrine Fails Patients



Canterbury Fails

All proposed solutions have focused 
on disclosures, rather than on 
disclosures and comprehension





The Legal Doctrine Fails Patients



Consent: 1954

Source:Gokani, Vinay (vimalgokani). “A real #consent form for #surgery from 1954, when the #NHS

was an #infant. #HowThingsHaveChanged. #change #plasticsurgery#SoMe4Surgery#modern
#history #informedconsent#PatientExperience #patientcenteredcare #patient #RT.” 9 Oct. 2018, 6:49 

a.m., Tweet.  

https://twitter.com/hashtag/consent?src=hash
https://twitter.com/hashtag/surgery?src=hash
https://twitter.com/hashtag/NHS?src=hash
https://twitter.com/hashtag/infant?src=hash
https://twitter.com/hashtag/HowThingsHaveChanged?src=hash
https://twitter.com/hashtag/change?src=hash
https://twitter.com/hashtag/plasticsurgery?src=hash
https://twitter.com/hashtag/SoMe4Surgery?src=hash
https://twitter.com/hashtag/modern?src=hash
https://twitter.com/hashtag/history?src=hash
https://twitter.com/hashtag/informedconsent?src=hash
https://twitter.com/hashtag/PatientExperience?src=hash
https://twitter.com/hashtag/patientcenteredcare?src=hash
https://twitter.com/hashtag/patient?src=hash
https://twitter.com/hashtag/RT?src=hash


Informed Consent: Now



Canterbury Fails

…the legal doctrine of informed consent 
does not further the ethical goals upon 
which it is premised

“When we focus on the law, we tend to lose sight 
of the ethical underpinnings for it. In trying to focus 
on the ‘letter of the law,’ we often lose sight of its   
‘spirit.’ When law becomes pervasive, we often 
forget about the original ethical questions that   
prompted the legal resolutions”

Charity Scott, Why Law Pervades Medicine: An Essay on Ethics in Health 
Care, 14 NOTRE DAME J.L. ETHICS & PUBLIC POL’Y 245 (2000).



Canterbury Fails

“‘Overdisclosure’ makes it difficult for patients to 
distinguish meaningful risks from trivial ones.”

Robin Fretwell Wilson, The Promise of Informed Consent, THE OXFORD 
HANDBOOK OF U.S. HEALTHCARE LAW 229 (I. Glenn Cohen, Allison 

Hoffman, William M. Sage, & Kathleen G. Sebelius, eds. 2017)

“A significant body of research has demonstrated that 
the ideal of informed consent rarely matches the 
reality of healthcare decision making”

Megan Wright, Resuscitating Consent, 63 B.C. L. REV. 887, 900 (2021)



Patient Comprehension is Low

Source: Allison E. Crepeau, Bart I. McKinney, Maya Fox-Ryvicker, Jennifer Castlli, James Penna, & Edward 

Wang, Prospective Evaluation of Patient Comprehension of Informed Consent, 93(19) J. BONE & JOINT

SURGERY e114(1) (2011)

“Patient comprehension 
and recall immediately 
following a thorough 
discussion of the consent 
form was unexpectedly 
low”



Patient Comprehension is Low

Source: Mark Fleischman & Carlos Garcia, Informed Consent in Dermatologic Surgery, 29(9) 

DERMATOLOGICAL SURGERY 952 (2003)



Patient Comprehension is Low

Source: Wolfgang Krupp, Oliver Spanehl, Wilfried Laubach, & V. Seifert, Informed Consent in 

Neurosurgery: Patients’ Recall of Preoperative Discussion, 142 ACTANEUROCHIRURGICA 233 (2000)



Patient Comprehension is Low

Source: Dennis Cheung & Soupramanien Sandramouli, The Consent and Counselling of Patients for 

Cataract Surgery, 19(9) EYE (LOND) 963 (2005)



Part III: A Proposal

A legal doctrine of informed consent 
that emphasizes both disclosures 
(objective) and patient 
comprehension (subjective)



Informed Consent: The Elements (a Proposal)

1. Duty

• Physician Disclosure (objective)

• Patient comprehension (subjective)

2. Breach

3. Injury

4. Causation 



Part IV: Thinking about Comprehension

Approaches to Assuring 
Comprehension:
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Part IV: Thinking about Comprehension

Approaches to Assuring 
Comprehension:

• Patient decision aids

• Technological tools

• “Repeat-back” 
techniques



Repeat-back

Source: Aaron S. Fink, Allan V. Prochazka, William G. Henderson, Debra Bartenfeld, Carsie Nyirenda, Alexandra Webb, 
David H. Berger, Kamal Itani, Thomas Whitehall, James Edwards, Mark Wilson, Cynthia Karsonovich, & Patricia 

Parmelee, Predictors of Comprehension During Surgical Informed Consent , 210(6) J. AM. COLL. SURGEONS 919 (2010)



Repeat-back

Source: Jennifer Matiasek & Matthew K. Wynia, Reconceptualizing the Informed Consent Process at Eight Innovation 
Hospitals, 34(3) THE JOINT COMMISSION ON QUALITY AND PATIENT SAFETY, THE COMMONWEALTH FUND 127, 128 (2008)

Repeat-back is “one of the 
few interventions that has 
been shown to improve 
patient comprehension 
and recollection of health 
care information”



Part IV: Thinking about Comprehension

Approaches to Assuring 
Comprehension:

• Patient decision aids

• Technological tools

• “Repeat-back” 
techniques

• “Best case/worst 
case” approach



Best case/Worst case

Source: Jacqueline M. Kruser, Michael J. Nabozny, Nicole M. Steffens, Karen J. Brasel, Toby C. Campbell, Martha E. 
Gaines, & Margaret L. Schwarze, “Best-Case/Worst Case”: Qualitative Evaluation of a Novel Communication Tool for 

Difficult in-the-Moment Surgical Decisions, 63(9) J. AM. Geriatr. Soc. 1805 (2015)
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Some Additional Thoughts…

• Recognize inequities in education, race, and age

• Legislation versus common law  

• Delegation of informed consent



Thank you!

Valerie Gutmann Koch, JD
Twitter: @vgkoch

Co-Director and Assistant Professor
Health Law & Policy Institute
University of Houston Law Center

Director of Law & Ethics
MacLean Center for Clinical Medical Ethics
University of Chicago


