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Crossover
Per-sequence arms/groups:
• Show how evenly participants were distributed when they 

were randomized
• Avoid double counting the unit of analysis (participants)

Data for each 
arm/group and 
for the overall 
population are 
required.

Data for each 
arm/group and 
for the overall 
population are 
required.



Crossover Percentages are automatically calculated when “Count of 
Participants” is the Measure Type. Displaying them is optional.



Dose Escalation Participants are presented 
according to dose level to inform 
analyses comparing dose levels.

Data for each 
arm/group and 
for the overall 
population are 
required.



Dose Escalation

Category Titles briefly 
describe each stage 
or grade.

The Baseline Measure Description 
fully describes all stages or grades, 
from best to worst outcome.

When categories and the Measure Type 
“Count of Participants” are both used, 
system validations can check that the 
sum of participants per arm/group 
equals the number analyzed.

Percentages are 
automatically 
calculated when 
“Count of 
Participants” is 
the Measure 
Type. Displaying 
them is optional.



Units Other Than Participants

A row is added to the 
Baseline Characteristics 
table to:
• Display the Type of 

Units Analyzed and 
the number analyzed 
per arm/group

• Allow the selection of 
“implants” as the 
analysis population in 
the baseline 
measures 

Arms/groups represent the 
randomization of units 
(implants) and show how well 
the units were distributed.

Data for each 
arm/group 
and for the 
overall 
population 
are required.



Units Other Than Participants

When categories 
and the Measure 
Type “Count of 
Units” are both 
used, system 
validations can 
check that the sum 
of units per 
arm/group equals 
the number 
analyzed.

Customized 
measures and the 
Measure Type 
“Number” are used 
to allow the 
adjustment of the 
Total values across 
rows of participants. 
This avoids the 
double counting of 
participants.

The Number Analyzed 
row displays the number 
of implants analyzed per 
arm/group when “Count 
of Units” is selected as 
the Measure Type.

Percentages are 
automatically calculated 
when “Count of Units” is 
the Measure Type. 
Displaying them is 
optional.



Cluster Randomized

A row is added to the 
Baseline Characteristics 
table to:
• Display the Type of 

Units Analyzed and the 
number analyzed per 
arm/group

• Allow the selection of 
“Intensive Care Units” 
as the analysis 
population in the 
baseline measures 

Data for each arm/group and for the overall 
population are required.



Cluster Randomized

Separate 
rows are 
used to 
present 
data for the 
two periods 
of the study.

Analysis populations 
are adjusted from the 
Overall Number of 
Participants Analyzed 
values to reflect 
participation in each 
period, and an 
explanation is provided 
in the Measure 
Analysis Population 
Description.



Cluster Randomized

When categories and the 
Measure Type “Count of 
Units” are both used, system 
validations can check that the 
sum of units per arm/group 
equals the number analyzed.

The Number of Baseline Participants for each 
arm/group is displayed as a footnote when “Count of 
Units” is the Measure Type and the value differs from 
the Overall Number of Participants Analyzed. 

The Number Analyzed row 
displays the number of 
Intensive Care Units analyzed 
per arm/group when “Count of 
Units” is selected as the 
Measure Type.

Percentages are automatically 
calculated when “Count of 
Units” is the Measure Type. 
Displaying them is optional.

An analysis population is adjusted from the Overall Number of Units 
Analyzed value to reflect participation in the intervention period, and an 
explanation is provided in the Measure Analysis Population Description.

The Baseline Measure 
Description provides 
additional information 
about the analysis.



Fractional Factorial
Arms/groups are presented according to the 
randomization and show how evenly participants 
were distributed when they were randomized.

Data for each arm/group and for the overall population are required.



Fractional Factorial

Percentages are 
automatically calculated 
when “Count of 
Participants” is the 
Measure Type. 
Displaying them is 
optional.



SMART Arms/groups are presented according to the randomization 
of participants in stage 1 and show how evenly participants 
were distributed when they were randomized.

Data for each arm/group 
and for the overall 
population are required.

Percentages are 
automatically calculated 
when “Count of 
Participants” is the 
Measure Type. 
Displaying them is 
optional.



SMART

Baseline 
data relevant 
to the 
primary and 
secondary 
outcome 
measures 
are reported.

Analysis populations 
are adjusted from the 
Overall Number of 
Participants Analyzed 
values to reflect the 
population used for the 
related outcome 
measures, and an 
explanation is provided 
in the Measure Analysis 
Population Description.

The Baseline 
Measure Description 
provides the range 
and directionality of 
each scale or 
subscale score.
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