The TrialNet 14 Study Data Archive

The TrialNet 14 Archive contains the following directories:

Documentation
Data

DSIC

Forms

Documentation

The TrialNet 14 Documentation directory contains:

e 14.Data Dictionary.rtf — Contains a contents of the TrialNet 14 datasets. Note that
variables that included personally identifiable information were removed.

e TN14 FINAL MOO VERSION 2.0 10JAN2011.pdf — Manual of Operations
e TN14 FINAL PROTOCOL VERSION 3.2 190CT11.pdf - Protocol

Data

The TrialNet 14 data directory contains the following files in SAS format:

e adverseevent.sas7bdat

e aereview.sas7bdat

e chc_wdiff_results.sas7bdat

e concomitant_meds.sas7bdat

e ctl0le prerandomization_exit.sas7bdat
e demographics.sas7bdat

e diabetes_management.sas7bdat

e eligibility.sas7bdat

e family_history.sas7bdat

e followup_eligible_participant.sas7bdat
e nh07_changeofstatus.sas7bdat

e optional_visit_6a.sas7bdat

e phix_admin.sas7bdat

e physical_exam.sas7bdat

e positive_ebvpcr_conf_testing.sas7bdat
e pregnancy_monitoring.sas7bdat

e protocol_deviation.sas7bdat

e registration.sas7bdat

e research_labs.sas7bdat

e screening_informed_consent.sas7bdat
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e screening_medical_history.sas7bdat
e study drug_administration.sas7bdat
e treatment_table.sas7bdat

DSIC

The TrialNet 14 DSIC directory contains the following file:

e Trialnet_14 DSIC.docx — This file includes a comparison of the TrialNet 14 data to the
“Interleukin-1 antagonism in type 1 diabetes of recent onset: two multicenter, randomized
double-masked, placebo-controlled trials” publication.

Forms

The TrialNet 14 Forms directory contains 21 Case Report Forms.
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