DCCT Data Set Documentation: Form 45

Form 45; Volunteer Understanding Questionnaire (Version A)

Purpose: To evaluate a volunteer’s understanding of the briefing material presented during
eligibility screening (primarily the Volunteer Information Handbook).

Collection Schedule: Eligibility screening only.

Data Set Name: FO45CMB2

Structure: One record per patient per administration.

Size: 1702 observations of 17 variables.

Known Anomalies: Patients who did not answer every question correctly were deemed
temporarily ineligible for randomization and were required to return another day to take Version
B of the questionnaire (Form 46). Patients whose eligibility screening became protracted due

to "hold" conditions, restarts, etc. may have completed the questionnaire more than once even
if they answered all questions correctly the first time.
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