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Disclaimer

• The views expressed here are my own and 
do not represent the position or policies of 
the NIH, DHHS, or US government

• I have no conflicts of interest to declare
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Components of informed consent

• (Capacity to consent)

• Disclosure of study information

• Understanding of that information

• Voluntary decision about participating or 
continuing to participate

• Consent authorization
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The Complexity of Informed Consent

• Why is informed consent complex?
– Enduring challenges in disclosure, 

understanding, voluntary choice
– Complicated by (and by differences in):

• Motivations and expectations
• Capacity
• Tolerance for inconvenience, burden
• Trust
• Differential responses to incentives



Disclosure Decisions

• What information should be disclosed? 
• Want accessible information that explains relevant 

information about the study in an understandable 
way 

• How should information be presented, considering 
circumstances, setting, population?
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Disclosure
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Elements of informed consent

• (Capacity to consent)

• Disclosure of study information

• Understanding of that information

• Voluntary decision about participating or 
continuing to participate

• Consent authorization



Tam T et al. Bull of WHO 2015
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What affects understanding?
• “Host” factors- Age, education, pain, cognitive 

impairment, capacity, literacy

• Expectations and familiarity
– Trust in providers
– Therapeutic misconception and related 

misunderstandings

• Process related factors
– What is disclosed and how
– How (and how well) the participant listens to/reads 

the information?
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Longitudinal studies

• Limited evidence suggests that over time 
people forget information and want more (e.g. 
Smith W et al. AIDS 2011; Helgelsson G et al. JME 2005)

• Provision of information

• Ongoing consent, affirmation of consent, re-
consent, dynamic consent  (e.g. Smith et al AIDS, Resnik 
JME 2009, Wallace & Miola BMC Med Ethics 2021)
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Am J Respir Crit Care Med Vol 204, Iss 3, pp e26–e50, Aug 1 2021



BIOETHICS AT THE NIH

Understanding Challenges

• Complex Science

• Health literacy and capacity

• How much should participants understand?

• Different kinds of “mis-understanding”
 Misconception
 Mis-estimation
 Optimism  (Horng & Grady  IRB 2003)
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Elements of informed consent

• (Capacity to consent)

• Disclosure of study information

• Understanding of that information

• Voluntary decision about participating or 
continuing to participate

• Consent authorization
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Possible influences on voluntariness
• Dependent position, power, deference to authority

• Patterns of decision making 

• Pressure from others (family, friends)

• Trust in health care provider

• Restricted choices?

• Illness?

• Incentives?
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Why do people continue to participate?

• Perceived benefit (medical, personal)

• Contributions (to science, to others)

• Commitments

• Reasons differ by disease under study, prognosis,  
study type and phase, socioeconomic factors

(e.g. Wendler D et al 2008 Arch Int Med; Dainesi and Goldbaum 2014)
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The Complexity of Informed Consent

Willingness to participate and continue 
depends on:
– Motivations and expectations
– Experience of and tolerance for 

inconvenience, burden
– Trust
– Differential responses to incentives
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Milan I S et al. Ageing International https://doi.org/10.1007/s12126-021-09441-x
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Longitudinal aging studies

• Why do people want (or not) to participate?

• How can participation be made as convenient and 
low burden as possible?

• How is trust earned?

• What is the role for incentives?
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