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2. List of Abbreviations and Definitions of Terms 
Abbreviations 
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3. Introduction 

3.1 Background 

3.2 Purpose 

4. Study Objectives 

5. Investigation Plan 

Run-in Period (Visits 2-6):  
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Note:

Therapy at Screening Pump Setting During Run-in Period
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Study Period (Visits 7-15): 

Therapy at Screening Pump Setting During Study Period 



CIP335 Statistical Analysis Plan 
 

Form 

20-DEC-2023 Revision 3.0 Page 8 of 25 

CONFIDENTIAL

Note: 

Staged Enrollment:

SMBG recommendations for the MiniMed 780G system: 

Meal and Exercise Challenges: 
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Meal Challenges for all Subjects (Run-in and Study Period):  

 Manual Mode 

o 

o 

 

o 

o 

 

o 

o 

 

o 

o 
o 

Timing Settings/Conditions Meal Size Meal Type Notes

Run-in 
Period 
between 
visits 5 and 7 

Missed meal bolus 
 

Run-in 
Period 
between 
visits 5 and 7  

Study Period, 
between 
Visits 9 and 
11 Missed Meal bolus 
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Regular Sized Meal Challenge with Missed Meal Bolus:  

 

 

Large sized Meal Challenges:   

Study Period,  
between 
Visits 9 and 
11 

 

Study Period, 
between 
Visits 12 and 
13 Missed meal bolus

Study Period,  
between 
Visits 12 and 
13   

Study Period 
Any time 
after Visit 13 
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Exercise Challenge for all Subjects (during Study Period only):   

 

 

 

 
 

Timing Settings/Conditions Exercise 
duration Notes

Study Period, 
between Visits 9 
and 11  

Study Period, 
between Visits 9 
and 11 

Study Period, 
between Visits 
12 and 13 

Study Period, 
between Visits 
12 and 13  

Study Period 
Any time after 
Visit 13 

Exercise Challenges Details: 
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Companions: 

Safety Considerations with the Use of Lyumjev insulin: 

5.1 Duration 

5.2 Rationale 
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6. Determination of Sample Size 

6.1 Sample Size and Investigational Centers 

Subject Age Group Sub-groups Enrollment Goal (N) 

  

6.2 Sample Size Considerations/Sample Size Justification 

6.2.1 Age 18-80 
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6.2.2 Age 7-17 
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6.2.3 Expected Drop-out Rates 

7. Statistical Methods 

7.1 Study Subjects 
7.1.1 General Aspects of Analysis 

7.1.2 Disposition of Subjects 



CIP335 Statistical Analysis Plan 
 

Form 

20-DEC-2023 Revision 3.0 Page 16 of 25 

CONFIDENTIAL

7.1.3 Clinical Investigation Plan (CIP) Deviations 

7.1.4 Analysis Sets

 

 

 

7.2 General Methodology 

7.3 Center Pooling 

7.4 Handling of Missing, Unused, and Spurious Data and Dropouts 
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7.5 Adjustments for Multiple Comparisons 

7.5.1 Age 18-80 

 
Primary Safety Endpoint 

 

Primary Effectiveness Endpoint 

Secondary Effectiveness Endpoints 
 

 

7.5.2 Age 7-17 
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Primary Safety Endpoint 

 

Primary Effectiveness Endpoint 
 

Secondary Effectiveness Endpoints 
 

 

7.6 Demographic and Other Baseline Characteristics 

7.7 Treatment Characteristics  

7.8 Interim Analyses  

7.9 Evaluation of Objectives 
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7.9.1 Pass/Fail Criteria 

Justification for Exclusion of Particular Information from the testing of the Hypothesis: 

7.9.2 Primary Safety Endpoint 

Age 18-80: 

 

Age 7-17: 
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7.9.3 Analysis of Effectiveness Endpoint 

7.9.3.1 Primary Effectiveness Endpoint  
 

Age 18-80: 

 

Age 7-17: 
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7.9.3.2 Analysis of Secondary Effectiveness Endpoints 

Age 18-80:
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Age 7-17:

 

 

7.9.4 Sensitivity Analysis for Primary Safety, Primary Effectiveness and 
Secondary Effectiveness Endpoints 

7.9.4.1  Sensitivity Analysis 1: PP population 
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7.9.4.2  Sensitivity Analysis 2: Site effect evaluation with ITT population 

7.9.5 Descriptive Endpoints 

 
 
 

 

 
 

o 

o 

o 
 
 
 

o 
 
 
 
 

o 
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7.9.6 Safety Data Summarized 

 
 
 
 
 
 

7.9.7 Device Deficiencies 

 

7.9.8 Subject Feedback 

7.10 Safety Evaluation  
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7.11 Health Outcomes Analyses  

7.12 Changes to Planned Analysis  

8. Validation Requirements 

9. References  
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