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Summary of Results Information Required by ClinicalTrials.gov

At registration and throughout the study, use this list to understand how to collect and
retain the results information that will be needed. Planning will save time later!

When submitting results, use this list as data are gathered and analyzed to avoid being
halted while conducting further analyses.

Results Module Minimum Required Data

Participant Flow » Number starting and completing each arm (group)

Multiple periods may be required (e.g., cross-over or dose-escalation

design)

Baseline » One age characteristic

Characteristics - Continuous (e.g., mean [SD]) or categorical (e.g., 0-18 years, etc.)

Either sex (biological) or gender (self-represented)

Race and ethnicity (each is required if collected)

Baseline measurements related to primary outcome measure(s)

Must be reported by group and for all participants (total column)

Outcome Measures| > All registered primary and secondary outcome measures

» At registration, all primary / secondary outcome measures in the clinical
protocol document must be registered; these can be changed to reflect
changes in protocol amendments during the study

» Results must be entered in data tables (can’t use graphs or images)

» Appropriate statistical analyses (e.g., p-value, odds ratio, etc.)

If outcome measures change during the study, update the record to match

Adverse Events » Serious and “other” (non-serious) adverse events and total affected by
each type (know which is which)

» Term and organ class (e.g., Headache; Nervous System Disorders)

» Must be reported according to the ClinicalTrials.gov definition (both related
and unrelated AEs), unless otherwise defined in the clinical protocol
document

» All-cause mortality (both related and unrelated to study participation)

Study Documents | > |IRB-approved clinical protocol document or latest IRB-approved
amendment

- The protocol must include a cover page and should have any private
information redacted.

» Statistical analysis plan (SAP)

- Can be part of the clinical protocol document (e.g., statistical methods
section) or a separate document
- If a separate document, the SAP does not need to be IRB-approved

Tip: Have the ‘measure of dispersion’ (e.g., mean and standard deviation, median and interquartile
range, etc.) ready for continuous variables to be reported—it is required!
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Unsure whether results submission is required for your study? See UAMS Policy 16.1.18.

Do you have questions or need help? If so:
Contact the ORRA ClinicalTrials.gov Administrators: ORRACIinicalTrials-govadmin@uams.edu
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