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Crossover (Change from Baseline 
and ANCOVA)

“Change” is 
referenced 
in the 
Measure 
Title. The 
comparison 
time points 
are both 
listed in the 
Time 
Frame. 

Baseline 
data are 
presented 
for the 
combined,
per-
intervention 
populations. 

The Measure Description provides details 
about how the analysis was performed and 
how the data were summarized.

The Analysis Population Description 
defines the criteria met by the participants 
who were included in the analysis.

The Arm/Group 
Descriptions 
clearly indicate 
which participants 
contributed data to 
each arm.

Participants who 
completed each 
intervention are 
combined from the 
two intervention 
periods. 

A Comments field provides 
details about the:
• Null hypothesis
• Covariates and factors
• Significance level
• Power calculation



Dose Escalation (Maximum Tolerated Dose and Dose-Limiting Toxicities)

The Measure 
Description 
explains how 
the maximum 
tolerated dose 
(MTD) was 
calculated.

Participants are combined in a single 
arm/group because all participants contributed 
to the determination of a single MTD.

The Measure Type “Number” is 
used to present a single value 
with no Measure of 
Dispersion/Precision.

The Measure 
Description 
defines a dose-
limiting toxicity.

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

A second primary outcome measure 
is included to report the underlying 
data for the MTD analysis.

The Analysis Population 
Description defines the criteria 
met by the participants who 
were included in the analysis.



Dose Escalation (Pharmacokinetics)

All time points used to determine 
the area under the curve (AUC) 
are included in the Time Frame.

Data are presented separately 
for each dose level.



Units Other Than Participants (Count of Units)

The Overall 
Number of 
Participants 
Analyzed must be 
included for each 
arm/group.

A row is added to the 
Outcome Measure table to:
• Display the Type of Units 

Analyzed and the Overall 
Number of Units Analyzed 
per arm/group

• Allow the selection of 
“Count of Units” as the 
Measure Type

The Measure Description 
explains how bleeding on 
probing (BOP) was assessed.

The Analysis Population 
Description defines the criteria 
met by the participants who 
were included in the analysis.

When “Count of Units” is selected as the 
Measure Type, the Unit of Measure is 
automatically set to “implants.”

Percentage of BOP is represented by 
percentages that are automatically calculated 
when “Count of Units” is the Measure Type.



Cluster Randomized (Incidence and Intracluster 
Correlation Coefficient) 

“Incidence” is used precisely as 
defined (that is, as the number of 
new cases over a specified period).

The Measure Description 
defines a “confirmed” infection.

The Analysis Population Description 
defines the criteria met by the participants 
who were included in the analysis.

Incidence values, which have 
no Measure of Dispersion/
Precision, are presented using 
the Measure Type “Number.”

Presenter
Presentation Notes
Additional info:The Time Frame provides the duration of the assessment in each period, as well as the total number of patient days that factored into the analysis for each group (combined for intervention and baseline periods because of the character limit). This type of information is not included in the Analysis Population Description because it doesn’t inform the inclusion of participants in the analysis (instead, it is another measure of total time spent on the analysis).



Cluster Randomized (Incidence and 
Intracluster Correlation Coefficient) 

Comments fields 
provide details about 
the:
• Null hypothesis
• Power calculation
• Significance level

Pairwise comparisons 
(not shown)  are 
included because they 
were prespecified.

Underlying 
statistical data 
(hazard ratios) are 
reported.

The intracluster correlation 
coefficient is included as an 
Estimation Parameter 
alongside the relevant analysis.

Calculation details are 
provided in the 
Estimation Comments.



Fractional Factorial (Scaled Assessment and ANOVA)

The Analysis 
Population 
Description defines 
the criteria met by 
the participants 
who were included 
in the analysis.

Scores from two 
time points (pre-
and post-
intervention) are 
included in a 
primary outcome 
measure 
because they are 
compared in the 
statistical 
analyses.

Full scale information is provided, including the:
• Range and directionality of scores for each item
• Calculation to produce a total score
• Range and directionality of the total score 

Participants are combined 
according to the factor level 
received.



Fractional Factorial 
(Scaled Assessment 
and ANOVA)

Comments fields provide details 
about the:
• Power calculation
• Significance level
• Comparison being made

Separate statistical analysis tables are 
used to make three comparisons (main 
effect of factor, main effect of time, 
interaction effect of factor x time) for each 
of the four factors (cognitive behavioral 
therapy, text messaging, interactive 
exercises, and matched success stories).



Sequential, Multiple Assignment Randomized 
Trial (SMART) (Odds Ratios)

The Measure Type 
“Number” is used to 
present a percentage of 
participants.

The Measure Title clarifies the criteria that 
participants met to be counted in the data table.

The Measure Description 
provides the full range of 
possible classifications.

The Analysis Population Description defines the criteria 
met by the participants who were included in the analysis.

Participants are combined according to 
the intervention they received through 
stages 1 and 2.



Sequential, Multiple Assignment Randomized 
Trial (SMART) (Odds Ratios)

Comments fields 
provide details 
about the:
• Significance level
• Comparison being 

made



SMART (Effect 
Sizes: Cohen’s d)

The Time Frame 
defines time 
points in the 
context of stage 2.

Full scale information is provided for 
each subscale and includes the:
• Range and directionality of scores 

for each subscale item
• Calculation to produce each 

subscale score
• Range and directionality of each 

subscale score 

The Analysis Population Description defines the criteria 
met by the participants who were included in the analysis.

Participants are combined according 
to the additional intervention they 
received in stage 2.



SMART (Effect 
Sizes: Cohen’s d)

Comments fields 
provide details 
about the:
• Comparison being 

made
• Interpretation of 

the effect size

Separate statistical analysis tables are 
used to make two comparisons (effect 
size for the Externalizing Behavior and 
Internalizing Behavior subscales).
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