DCCT Data Set Documentation: Form 13

Form 13: Neurobehaviorzl Studies Demographic Questionnaire

Purpose: Obtain contextual information needed to grade and interpret the raw results of the
neurobehavioral assessment (Form 10),

Collection Schedule: Baseline, years two, five, and seven, and close-out (in conjunction with
the neurobehavioral assessment, Form 10),

Data Set Name: F013CMB3
Structure: One record per patient per assessment.
Size: 3807 observations of 38 variables.

Known Anomalies: During Phase II and the early part of Phase III, the neurobehavioral
demographic questionnaire was mailed directly to the Central Neurobehavioral Coding Unit.
The clinical centers were not required to send a copy to the Coordinating Center, but
occasionally did so anyway. The CNbCU used the questionnaires only to aid interpretation of
individual test results, and did not perform any data entry.

The DCCT Manual of Operations was revised in 1987 to specify that an additional copy of the
questionnaire should be sent to the Coordinating Center; the questionnaire was assigned form
number 13 at that time. Thus, the data set contains few records of questionnaires administered
prior to the latter half of calendar year 1987.

Three variables (ACB5PROR, ACB6PROB, and ACVSITNOQ) were added only for version 13.3,
and are missing for all observations collected from versions 13.1 and 13.2.

Comments: Descriptions of the DCCT neurcbehavioral test protocol may be found in

Diabetes Control and Complications Trial Research Group. "Effects of Intensive
Diabetes Therapy on Neuropsychological Function in Adults in the Diabetes Control and
Complications Trial," Annals of Internal Medicine 124 (in press, scheduled publication
date February 15, 1996)

and

DCCT Research Group. "A Screening Algorithm to Identify Clinically Significant
Changes in Neuropsychological Functions in the Diabetes Control and Complications
Trial," Journal of Experimental and Clinical Neuropsychology 16: 303-316, 1994,



DCCT Data Set Documentation: Form 13

For more details of the administration, scoring, and interpretation of the DCCT neurobehavioral
test battery, please refer to:

Ryan, C., Adams, K.M., Heaton, R.K., Grant, I., and the DCCT Study Group.
"Neurobehavioral Assessment of Medical Patients: The DCCT Experience”. In E. Mohr
and P. Brouwers (eds.), Handbook of Clinical Trials: The Neurobehavioral Approach,
Swets & Zeitlinger, 1991, pp. 217-242.
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