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Figure 3 Precision by sample size and standard deviation of 

.

7. Statistical Methods

7.1 Study Subjects

7.1.1 Disposition of Subjects

Subject disposition will be summarized using a flow diagram with subject disposition at study visits 
including number of subjects who completed visits, the number subjects with missed visits, as well as 
subject discontinuations.

A table will also be provided to summarize the number of subjects at scheduled visits as appropriate.

The reasons for early discontinuation will be summarized and a listing of all discontinuations will be 
provided. 

7.1.2 Clinical Investigation Plan (CIP) Deviations
Deviations will be summarized by type of deviation.

7.1.3 Analysis Sets
The analysis of the study objectives will use subjects who provide data.
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7.2 General Methodology

Data analysis will be performed by Medtronic-employed statisticians or designees. A validated statistical 
software package (eg, SAS version 9.4 or higher) will be used for all analyses. Summary statistics will be 
presented for continuous measures (N, mean, median, standard deviation, minimum and maximum) 
and categorical measures (N, percent, frequency distributions) with two-sided 95% confidence intervals 
as appropriate. Further analysis details are provided in section 7.9. 

This SAP describes the statistical methods that might be used in the analyses  
. These are general methodologies.  

7.3 Center Pooling

The investigators of this study will conduct the study according to a common protocol and use the same
CRFs to collect study data. The site study personnel will be trained prior to the study initiation at each
site. Periodic study monitoring by Medtronic will ensure compliance with protocol requirements.
There is no a priori provision to exclude any sites from the analysis. The data from sites will be pooled
for analysis. To reduce the possibility of atypical results from a site overly influencing the combined

results, no more than 90 subjects will be enrolled at each site.

7.4 Handling of Missing, Unused, and Spurious Data and 
Dropouts

Missing data are a potential source of bias when analyzing study data. A rigorous study design and
execution will help prevent the incidence of missing data from occurring. The analysis of the study 
objectives will use subjects who provide data. No imputation will be made. 

7.5 Adjustments for Multiple Comparisons

As there is no hypothesis testing for the primary objective, adjustment for multiple endpoints is not

required.

7.6 Demographic and Other Baseline Characteristics

Demographics and baseline characteristics will be summarized using the method as described in Section
7.2.
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Therapy, procedure, and device related adverse events adverse events and device deficiencies will be 
coded and summarized using the most recent version of Medical Dictionary for Regulatory Affairs 
(MedDRA). Adverse events that are classified as possible, probable, or causal are considered as related. 

Adverse events will be presented in summary tables displaying the number of events, and the number 
and percentage of subjects with one or more events. A summary of device, therapy, and/or procedure 
related events by System Organ Class (SOC) and Preferred Term (PT) will also be provided. Serious AEs 
will be summarized in a similar manner.  

Device deficiencies will be presented in summary tables displaying the number of deficiencies, and the 
number and percentage of subjects with device deficiencies. A summary of device deficiencies by SOC 
and PT will also be provided.

7.11 Health Outcomes Analyses 
No health outcomes analyses are planned for this study.

7.12 Changes to Planned Analysis 
There are no changes to the planned analysis in the CIP. Any deviations from this SAP will be described 
and justified in the report, as appropriate.

8. Validation Requirements

Statistical programming code that affects the result of the main analysis (e.g., not including sensitivity or 
supporting analyses) for the primary objective shall be validated using Level I validation. Programming 
code that affects the result of the main analysis for the secondary objective(s) shall be validated using at 
least Level II validation. In addition, those main statistical analyses that are planned for publication and 
have not been previously validated shall be validated using at least Level II validation. The CIP deviation 
summary shall be validated using at least Level III validation and the high-level adverse event summary 
shall be validated using at least Level II validation. Additional measures where a p-value or confidence 
interval has been generated may need to be validated using at least Level II validation.

9. References 

 

 

 

 




