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WHAT IS THERAPEUTIC 
MISCONCEPTION?

In 1982, Applebaum and colleagues first 
described “therapeutic misconception” as an 

occurrence when research subjects “fail to 
appreciate the distinction between the 

imperatives of clinical research and ordinary 
treatment. ”1
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THERAPEUTIC MISCONCEPTION

REFINING THE DEFINITION?

Investigators identified two dimensions associated with the 
phenomenon: unreasonable beliefs, based on a 
misunderstanding of the methods of the research, in 
1) the degree of individualization of the intervention being 

provided and
2) the likelihood of benefit from participation.7

3) A third dimension, misunderstanding of the purpose of 
research as intended to benefit future patients, was drawn 
from the effort to develop a consensus definition of TM by 
Henderson et al.8
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COMMON BELIEFS AND WHY IT HAPPENS

People who manifest TM often express incorrect beliefs about 
the degree to which their treatment will be individualized to 
meet their specific needs;2 the likelihood of benefit from 
participation in the study;2 and the goals of the researchers in 
conducting the project.3

These beliefs may be attributable to subjects’ failure to 
distinguish their previous experiences receiving medical 
treatment or to comments made by the research team or on the 
consent form that conflate treatment with research.4,5



WHAT ARE POTENTIAL CONSEQUENCES OF 
THERAPEUTIC MISCONCEPTION?

• undermines the process of obtaining meaningful 
consent 

• distorts subjects’ beliefs about the nature and 
outcomes of the process into which they are 
entering 

• result in subjects’ over-estimation of personal 
benefits 

• may harm trust between the patient and doctor
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Take home message for researchers and IRBs:

Be aware and pay attention to those aspects 

that clearly interfere with trial participants' 

decision-making through failure to understand 

the defining nature and purpose of clinical 

research.8 Additionally, investigators and IRBs 

need to carefully consider how they view the 

research and how this view may contribute to 

therapeutic misconception.
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RECOMMENDATIONS FOR CONSENT FORMS6
THERAPEUTIC MISCONCEPTION

Avoid Inconsistent and Confusing Terminology:
• Keep terms clear and simple; define them succinctly when necessary
• Limit variation in use of terms referring to the experimental intervention
• Consistently use "research" terminology to refer to investigators, subjects, and 

experimental interventions

Avoid Misleading "Treatment" Implications:
• Present future benefit to society as the sole or primary goal of the research
• When direct clinical benefit is not possible or not likely, say so
• Distinguish the ultimate goals of the line of research from what is possible for subjects 

in the study

Avoid Vagueness about Potential Benefits:
• Avoid "empty" benefit statements like "you may not benefit if you join this  study”
• When direct benefits are reasonably possible, describe them precisely, including their 

nature, magnitude, duration, likelihood, and limits
• Link any potential direct benefits explicitly to receipt of the experimental intervention 

(not just to "being in the study")



THERAPEUTIC MISCONCEPTION
TERMINOLOGY CATEGORIES6

RESEARCH TERMS NEUTRAL TERMS MIXED TERMS TREATMENT TERMS

Subject Person           Patient-subject                      Patient  

Study subject Individual                      Research patient     

Experimental subject                  Woman 

Research subject                          Man

Volunteer

Participant

Investigator N/A Study doctor Physician

PI Study physician Doctor

Researcher

Study team

Study procedure Procedure Study treatment Treatment

Experimental agent Infusion Experimental treatment          New treatment 

Experimental vaccine               Injection                         Unproven treatment                Active treatment

Experimental drug                    Intervention                   New Vaccine                              Treatment group

Experimental product              Product New Drug Treatment phase

Investigational drug

Investigational product

Study drug



THERAPEUTIC MISCONCEPTION
Interview Questions:7

Purpose

What is your understanding of the purpose of the study?

Suggested probes (if needed):

Why are the doctors doing this study?

Is the study primarily designed to help participants in the study or to collect data to help people in the 

future?

Benefit

How do you think that being in the study might (might have) help(ed) you?

Suggested probes (if needed):

How likely do you think it is that you’ll benefit from being in this study?

In what ways? What makes you think that?

Are there any disadvantages to being in the study?

Individualization

How would (will) your personal treatment be different if you were (since you are) not in this study?

Suggested probes (if needed):

How will decisions about your treatment be made in this study?

How will it be decided who gets what treatment?

Are there any restrictions on the treatment the research doctors can give you as a result of your being 

in the study?
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