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Why Informed Consent?Why Informed Consent?

Starting point: “Starting point: “UnconsentedUnconsented touching touching 
is assault and battery.”is assault and battery.”
–– Shifts over time from “battery” to Shifts over time from “battery” to 

“negligence” (malpractice)“negligence” (malpractice)

Modifications at the margin:Modifications at the margin:
–– “No harm, no foul.”“No harm, no foul.”
–– “What if…?” “What if…?” (surrogate, emergency treatment, (surrogate, emergency treatment, 

advance directives, therapeutic privilege, and so on)advance directives, therapeutic privilege, and so on)

Remains central point of departure. Remains central point of departure. 



From Treatment to ResearchFrom Treatment to Research

Parallel development over the 20Parallel development over the 20thth centurycentury
–– 1947 Nuremburg; 1966 FDA; 1974 DHEW1947 Nuremburg; 1966 FDA; 1974 DHEW

Grounded in respect for persons (Belmont Grounded in respect for persons (Belmont 
Report, 1979)Report, 1979)
–– Autonomy, selfAutonomy, self--determinationdetermination
–– Both “informed” and “voluntary”Both “informed” and “voluntary”

Required, with some exceptionsRequired, with some exceptions
–– Minimal risk (i.e., “no harm); not feasible “i.e., Minimal risk (i.e., “no harm); not feasible “i.e., 

“no touching”); emergency research.“no touching”); emergency research.



What should one What should one understandunderstandTT??

Elements (case law at state level)Elements (case law at state level)
–– Nature of procedure, potential benefits, any Nature of procedure, potential benefits, any 

significant risks, reasonable alternatives, risks significant risks, reasonable alternatives, risks 
of declining interventionof declining intervention

Standard for Disclosure?Standard for Disclosure?
–– Over past few decades, shift from “reasonable Over past few decades, shift from “reasonable 

physician” to “reasonable patient”physician” to “reasonable patient”

TensionsTensions
–– Objective (policy) vs. subjective (ethics) std? Objective (policy) vs. subjective (ethics) std? 

–– Disclosure vs. collaborative decisionDisclosure vs. collaborative decision--making?making?



What should one What should one understandunderstandRR??
Case law: Experimental status of intervention is a “material” Case law: Experimental status of intervention is a “material” 
fact that must be disclosed.fact that must be disclosed.
Basic elements (45 CFR 46)Basic elements (45 CFR 46)
–– involves research, purposes of research, expected duration of involves research, purposes of research, expected duration of 

participation, procedures, experimental proceduresparticipation, procedures, experimental procedures
–– foreseeable risks and benefitsforeseeable risks and benefits
–– appropriate alternative procedures or treatmentappropriate alternative procedures or treatment
–– whether confidential records maintainedwhether confidential records maintained
–– any compensation and treatments for research injuryany compensation and treatments for research injury
–– who to contact for questions about research, research subjects' who to contact for questions about research, research subjects' 

rights and researchrights and research--related injuryrelated injury
–– participation is voluntaryparticipation is voluntary

Additional elements, when appropriateAdditional elements, when appropriate
–– risks to subject or fetus, if pregnant; termination by investigarisks to subject or fetus, if pregnant; termination by investigator; tor; 

costs to subject; consequences and procedures for withdrawal; costs to subject; consequences and procedures for withdrawal; 
sharing of new findings; number of subjects involvedsharing of new findings; number of subjects involved



Are we missing the “real” action?Are we missing the “real” action?

The emphasis on written documentation for The emphasis on written documentation for 
selected “risky” or “innovative” procedures, selected “risky” or “innovative” procedures, 
including research, may undermine the including research, may undermine the 
importance of verbal communication.importance of verbal communication.

The concern to assure the adequacy of The concern to assure the adequacy of 
informed consent may reinforce a normative informed consent may reinforce a normative 
view of decision making that favors a slower view of decision making that favors a slower 
“deliberative” process over a faster more “deliberative” process over a faster more 
affective “gist” mode of decision making. affective “gist” mode of decision making. 



The Health Literacy of America's Adults. U.S. DOE, September 200The Health Literacy of America's Adults. U.S. DOE, September 20066

Impact of Health Literacy?Impact of Health Literacy?
Literacy: “Using printed and written Literacy: “Using printed and written 
information to function in society, to information to function in society, to 
achieve one’s goals, and to develop one’s achieve one’s goals, and to develop one’s 
knowledge and potential.”knowledge and potential.”
Health Literacy: “The degree to which Health Literacy: “The degree to which 
individuals have the capacity to obtain, individuals have the capacity to obtain, 
process, and understand basic health process, and understand basic health 
information and services needed to make information and services needed to make 
appropriate health decisions.”appropriate health decisions.”

–– HHS 2000 and Institute of Medicine 2004HHS 2000 and Institute of Medicine 2004



The Health Literacy of America's Adults. U.S. DOE, September 200The Health Literacy of America's Adults. U.S. DOE, September 20066

Impact of Health Literacy?Impact of Health Literacy?

Three literacy scalesThree literacy scales
–– prose, document, and quantitative literacyprose, document, and quantitative literacy

–– Note: No assessment of nonNote: No assessment of non--print sources. print sources. 
Probability?Probability?

Three domains of health careThree domains of health care
–– clinical, prevention, navigation of health systemclinical, prevention, navigation of health system

Performance levelsPerformance levels
–– Below Basic, Basic, Intermediate, ProficientBelow Basic, Basic, Intermediate, Proficient

–– Difficulty of task set at 67% level done correctly.Difficulty of task set at 67% level done correctly.



Understanding of risk information?

?

?



Peters et al Psychological Science 2006Peters et al Psychological Science 2006

NumeracyNumeracy and Decision Making?and Decision Making?



Peters et al Psychological Science 2006Peters et al Psychological Science 2006

NumeracyNumeracy and Decision Making?and Decision Making?



Assessment of Informed Consent?Assessment of Informed Consent?
Assess parental permission concerning neonate’s Assess parental permission concerning neonate’s 
research participationresearch participation
–– Parents of neonates with CHD who were eligible for one Parents of neonates with CHD who were eligible for one 

of three different research studies, with decisions for of three different research studies, with decisions for 
participation made preparticipation made pre--operativelyoperatively

–– Timing:Timing: Interviewed postInterviewed post--op (<10 days)op (<10 days)
–– Recall:Recall: Parents could refer to consent documents during Parents could refer to consent documents during 

interviewinterview

SemiSemi--structured interviews using structured interviews using MacCATMacCAT--CRCR
–– Understanding (13 items)Understanding (13 items)
–– Appreciation (3 items)Appreciation (3 items)
–– Reasoning (4 items)Reasoning (4 items)
–– Choice (1 item)Choice (1 item)



55 interviews with 35 parents of 18 neonates55 interviews with 35 parents of 18 neonates

95% variability in total 95% variability in total MacCATMacCAT--CR score CR score 
explained by understanding subscale score.explained by understanding subscale score.

Assessment of Informed Consent?Assessment of Informed Consent?



Simple ConclusionsSimple Conclusions

Informed consent is essential moral and legal Informed consent is essential moral and legal 
obligation when “touching” another person.obligation when “touching” another person.

If a person does not know what he or she is getting If a person does not know what he or she is getting 
into, or cannot say “no” at appropriate point, we into, or cannot say “no” at appropriate point, we 
have not met our obligation.have not met our obligation.

Literacy and Literacy and numeracynumeracy are important skills needed are important skills needed 
to understand health information.to understand health information.

In assessing the adequacy of informed consent, we In assessing the adequacy of informed consent, we 
should not expect “real life” decisions to fit a should not expect “real life” decisions to fit a 
normative model of rational choice.normative model of rational choice.


