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OBJECTIVE
To determine if subjects better understand complex 
terms, such as nausea and vomiting, when additional 
instruction or training is given for clarification.

INTRODUCTION
•  Subject understanding of terms used in patient-

reported outcomes (PROs) greatly impacts the 
validity of data collected. 

•  Regulatory guidance recommends training 
subjects on complex terms in order to reduce 
inaccurate reporting of data. 

•  The objective of this study is to determine the 
effectiveness of training after capturing the 
subjects’ initial understanding of common 
symptoms reported in PRO regarding nausea 
and vomiting.

METHODS
Subjects participated in an online survey (N=929) 
which included the following yes or no questions: 

(Q1) “You are participating in a clinical trial and are 
asked to report whether or not you experience the 
following symptoms: nausea and vomiting. Do you 
understand the meaning of these terms?” 

(Q2) All subjects were then asked a more specific 
question: “Do nausea and vomiting mean the same 
thing to you?” The answer choices for this question 
included: a) No, nausea is different from vomiting 
and b) Yes, nausea and vomiting mean the same 
thing to me.  

(Q3) Only subjects who indicated ‘Yes’ on the previous 
question were then provided with two sentences 
of additional instruction: “Patients have described 
the term nausea as a feeling, and have described 
vomiting as an action of throwing up. Patients may 
experience nausea, but never vomit, or patients may 
experience both nausea and vomiting together.” 

This group of subjects was then asked again (answer 
choices: yes/no) whether nausea and vomiting still 
meant the same to them. 

RESULTS
Demographics

• A total of 929 participants completed the survey, 
answering the first two questions. 58 of those 
participants were asked the third question. 

• 70% of patients reported that their highest level 
of education was high school, some college, 
technical degree, or an associate’s degree. 19% 
had achieved a college degree (BA/BS), and 11% an 
advance degree (MA, MS, PhD, MD) (Figure 1).

The group of subjects who answered incorrectly 
on Question 2 (N=58), indicating that the two terms 
meant the same to them, were provided additional 
2-sentence instruction.

This 2-sentence instruction proved to be highly 
effective for the group who answered Question 2 
incorrectly (indicated that nausea and vomiting 
mean the same thing). 83% of this group answered 
correctly after training, indicating that the two terms 
were indeed different (Figure 2).

CONCLUSIONS
• These data show that subjects think they 

understand complex terms that are presented 
in PROs at a first glance, but upon further 
investigation there were patients who did not 
understand the accurate meaning until a brief 
instruction was presented to them.

• Providing definitions and additional instruction/
training on PROs would strongly benefit patient 
understanding in clinical trials and help increase 
signal to noise in endpoint data.   
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Figure 1. Participant demographics
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Figure 2. Patient understanding of the terms nausea and vomiting improved after 
training (N=58)
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