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Figure 1. 780G System and Components 

6.3.2 Guardian 4 Sensor 

 

6.3.3 Guardian 4 Transmitter 
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Figure 2. Medtronic Extended infusion set 

Figure 3. Connector, P-Cap (Left); High-Performance Connector, H-Cap (Right)
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Conclusion of 
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9. Study Procedures

9.1 Schedule of Events 

Figure 5 (Section 9.1.1)
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9.1.1 Study Visit Schedule & Scheduled Follow-Up Visit Windows 

Figure 4. Study Visit Schedule 
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Visit 2  
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(±2 

days) 
after 

Visit 2 

Day 14 
(±3 

days) 
after 

Visit 2  

Day 7  
(-7 

days) 
after 

Visit 6 

Day 2 
after 

Visit 7 

Day 7 (±2 
days),  

Day 14 (±3 
days), and 
Day 21 (±3 
days) after 

Visit 7 

Day 28 
(+7 

days) 
after 

Visit 7 

Day 44 
(±3 

days) 
after 

Visit 7 

Day 60 
(+7 

days) 
after 

Visit 7 

Day 90 
(+7 

days) 
after 

Visit 7 
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between Visits 
11 and 13 
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 Run-In Period Study Period 

Visit 1 
(Office)

Visit 2 
(Office) 

Visit 3** 
and 4** 
(Phone) 

Visit 5 
(Phone) 

Visit 6 
(Office or 

Virtual 
Office) 

Visit 7 
(Office) 

Visit 
8** 

(Phone) 

Visit 9, 10 
& 11 

(Phone) 

Visit 12 
(Office) 

Visit 13 
(Office) 

Visit 14 
(Office) 

Visit 15* 
(Office) 

Visit Window Enrollment  

Day 1 
and Day 
3 after 
Visit 2  

Day 7 
(±2 

days) 
after 

Visit 2 

Day 14 
(±3 

days) 
after 

Visit 2  

Day 7  
(-7 

days) 
after 

Visit 6 

Day 2 
after 

Visit 7 

Day 7 (±2 
days),  

Day 14 (±3 
days), and 
Day 21 (±3 
days) after 

Visit 7 

Day 28 
(+7 

days) 
after 

Visit 7 

Day 44 
(±3 

days) 
after 

Visit 7 

Day 60 
(+7 

days) 
after 

Visit 7 

Day 90 
(+7 

days) 
after 

Visit 7 
EOS 

 
Visit 13 
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 Run-In Period Study Period 

Visit 1 
(Office)

Visit 2 
(Office) 

Visit 3** 
and 4** 
(Phone) 

Visit 5 
(Phone) 

Visit 6 
(Office or 

Virtual 
Office) 

Visit 7 
(Office) 

Visit 
8** 

(Phone) 

Visit 9, 10 
& 11 

(Phone) 

Visit 12 
(Office) 

Visit 13 
(Office) 

Visit 14 
(Office) 

Visit 15* 
(Office) 

Visit Window Enrollment  

Day 1 
and Day 
3 after 
Visit 2  

Day 7 
(±2 

days) 
after 

Visit 2 

Day 14 
(±3 

days) 
after 

Visit 2  

Day 7  
(-7 

days) 
after 

Visit 6 

Day 2 
after 

Visit 7 

Day 7 (±2 
days),  

Day 14 (±3 
days), and 
Day 21 (±3 
days) after 

Visit 7 

Day 28 
(+7 

days) 
after 

Visit 7 

Day 44 
(±3 

days) 
after 

Visit 7 

Day 60 
(+7 

days) 
after 

Visit 7 

Day 90 
(+7 

days) 
after 

Visit 7 
EOS 

       

 

 

 

     

  
 

 
 

 

 

  

Table 2
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 Run-In Period Study Period 

Visit 1 
(Office)

Visit 2 
(Office) 

Visit 3** 
and 4** 
(Phone) 

Visit 5 
(Phone) 

Visit 6 
(Office or 

Virtual 
Office) 

Visit 7 
(Office) 

Visit 
8** 

(Phone) 

Visit 9, 10 
& 11 

(Phone) 

Visit 12 
(Office) 

Visit 13 
(Office) 

Visit 14 
(Office) 

Visit 15* 
(Office) 

Visit Window Enrollment  

Day 1 
and Day 
3 after 
Visit 2  

Day 7 
(±2 

days) 
after 

Visit 2 

Day 14 
(±3 

days) 
after 

Visit 2  

Day 7  
(-7 

days) 
after 

Visit 6 

Day 2 
after 

Visit 7 

Day 7 (±2 
days),  

Day 14 (±3 
days), and 
Day 21 (±3 
days) after 

Visit 7 

Day 28 
(+7 

days) 
after 

Visit 7 

Day 44 
(±3 

days) 
after 

Visit 7 

Day 60 
(+7 

days) 
after 

Visit 7 

Day 90 
(+7 

days) 
after 

Visit 7 
EOS 

Questions To Ask at Study Visits
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 Run-In Period Study Period 

Visit 1 
(Office)

Visit 2 
(Office) 

Visit 3** 
and 4** 
(Phone) 

Visit 5 
(Phone) 

Visit 6 
(Office or 

Virtual 
Office) 

Visit 7 
(Office) 

Visit 
8** 

(Phone) 

Visit 9, 10 
& 11 

(Phone) 

Visit 12 
(Office) 

Visit 13 
(Office) 

Visit 14 
(Office) 

Visit 15* 
(Office) 

Visit Window Enrollment  

Day 1 
and Day 
3 after 
Visit 2  

Day 7 
(±2 

days) 
after 

Visit 2 

Day 14 
(±3 

days) 
after 

Visit 2  

Day 7  
(-7 

days) 
after 

Visit 6 

Day 2 
after 

Visit 7 

Day 7 (±2 
days),  

Day 14 (±3 
days), and 
Day 21 (±3 
days) after 

Visit 7 

Day 28 
(+7 

days) 
after 

Visit 7 

Day 44 
(±3 

days) 
after 

Visit 7 

Day 60 
(+7 

days) 
after 

Visit 7 

Day 90 
(+7 

days) 
after 

Visit 7 
EOS 

Study Subject General Training and Instructions 
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 Run-In Period Study Period 

Visit 1 
(Office)

Visit 2 
(Office) 

Visit 3** 
and 4** 
(Phone) 

Visit 5 
(Phone) 

Visit 6 
(Office or 

Virtual 
Office) 

Visit 7 
(Office) 

Visit 
8** 

(Phone) 

Visit 9, 10 
& 11 

(Phone) 

Visit 12 
(Office) 

Visit 13 
(Office) 

Visit 14 
(Office) 

Visit 15* 
(Office) 

Visit Window Enrollment  

Day 1 
and Day 
3 after 
Visit 2  

Day 7 
(±2 

days) 
after 

Visit 2 

Day 14 
(±3 

days) 
after 

Visit 2  

Day 7  
(-7 

days) 
after 

Visit 6 

Day 2 
after 

Visit 7 

Day 7 (±2 
days),  

Day 14 (±3 
days), and 
Day 21 (±3 
days) after 

Visit 7 

Day 28 
(+7 

days) 
after 

Visit 7 

Day 44 
(±3 

days) 
after 

Visit 7 

Day 60 
(+7 

days) 
after 

Visit 7 

Day 90 
(+7 

days) 
after 

Visit 7 
EOS 
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 Run-In Period Study Period 

Visit 1 
(Office)

Visit 2 
(Office) 

Visit 3** 
and 4** 
(Phone) 

Visit 5 
(Phone) 

Visit 6 
(Office or 

Virtual 
Office) 

Visit 7 
(Office) 

Visit 
8** 

(Phone) 

Visit 9, 10 
& 11 

(Phone) 

Visit 12 
(Office) 

Visit 13 
(Office) 

Visit 14 
(Office) 

Visit 15* 
(Office) 

Visit Window Enrollment  

Day 1 
and Day 
3 after 
Visit 2  

Day 7 
(±2 

days) 
after 

Visit 2 

Day 14 
(±3 

days) 
after 

Visit 2  

Day 7  
(-7 

days) 
after 

Visit 6 

Day 2 
after 

Visit 7 

Day 7 (±2 
days),  

Day 14 (±3 
days), and 
Day 21 (±3 
days) after 

Visit 7 

Day 28 
(+7 

days) 
after 

Visit 7 

Day 44 
(±3 

days) 
after 

Visit 7 

Day 60 
(+7 

days) 
after 

Visit 7 

Day 90 
(+7 

days) 
after 

Visit 7 
EOS 

 

 

      

 

 

o 

 
o 

o 
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 Run-In Period Study Period 

Visit 1 
(Office)

Visit 2 
(Office) 

Visit 3** 
and 4** 
(Phone) 

Visit 5 
(Phone) 

Visit 6 
(Office or 

Virtual 
Office) 

Visit 7 
(Office) 

Visit 
8** 

(Phone) 

Visit 9, 10 
& 11 

(Phone) 

Visit 12 
(Office) 

Visit 13 
(Office) 

Visit 14 
(Office) 

Visit 15* 
(Office) 

Visit Window Enrollment  

Day 1 
and Day 
3 after 
Visit 2  

Day 7 
(±2 

days) 
after 

Visit 2 

Day 14 
(±3 

days) 
after 

Visit 2  

Day 7  
(-7 

days) 
after 

Visit 6 

Day 2 
after 

Visit 7 

Day 7 (±2 
days),  

Day 14 (±3 
days), and 
Day 21 (±3 
days) after 

Visit 7 

Day 28 
(+7 

days) 
after 

Visit 7 

Day 44 
(±3 

days) 
after 

Visit 7 

Day 60 
(+7 

days) 
after 

Visit 7 

Day 90 
(+7 

days) 
after 

Visit 7 
EOS 
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9.2 Data Collection 
Section 9.1

9.3 Subject Consent 
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9.4 Safety Monitoring/Risk Analysis 

9.4.1 Glucose Monitoring Risk 
 

 

9.4.2 Hypoglycemic/Hyperglycemic Risk 
Section 10.1

9.4.3 Calibration of CGM Risk 

9.4.4 Reuse Risk 

9.4.5 Sterilization Risk 
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9.4.6 Misuse Risk 

9.4.7 Risk of Blood Sample Collection, Contamination from Sampling Techniques 
Section 10.1

9.4.8 HbA1c Risk 

9.5 Glucose and Glycemia Measurements 

9.5.1 Daily Blood Glucose 

9.5.2 Blood Ketone Values 

 
 

 

9.5.3 Sensor Glucose Values 

9.5.4 HbA1c 

9.6 Recording Data 
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9.7 Deviation Handling

 
 

9.7.1 Documenting Requirements for Study Deviations 

9.7.1.1 Unplanned CIP Deviations 
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Table 6

 
 
 

9.7.2 Reporting Requirements for Study Deviations 

 
 
 
 
 Section 11
 

 
 
 

Table 6

9.7.3 Analyzing Deviations 
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9.8 Subject Exit, Withdrawal or Discontinuation 
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9.8.1 End of Subject Participation in Study/Completion of Study  

9.8.2 Lost to Follow-Up 

9.9  Study Stopping Rules 

Section 12.1 Section 12.2

10. Risks and Benefits 

10.1 Potential Risks 

Table 4
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Table 4. Risks, Prevention and Mitigation 
Risks with Infusion Sets Prevention and Mitigation 

 
 
 
 
 
 
  
 

 
 

 
 

  

 
 

 

 
 

 
 

 
 

 

Risks with Insulin Administration and 
Pumps Prevention and Mitigation 
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Risk with Sensors Prevention and Mitigation 
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Risks with Transmitter Prevention and Mitigation

 
 
 
 
 
 
 
 

 
 
 
 

 
 
 
 
 

  
  

Risks with Inserter Prevention and Mitigation 

 
 

 

 

Risks with Fingersticks and Blood Draws Prevention and Mitigation 

 

 

 

 

 

 

Risk with Closed Loop Therapy Prevention and Mitigation
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o 

o 

o 
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Risk with Acetaminophen Use Prevention and Mitigation

 

 

 

 

 
 

 
 

 

 

 

10.2 Risk Minimization 
Section 10.1

10.3 Potential Benefits 

10.4 Risk-Benefit Rationale 
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10.5 Risk Determination 

 
 

11. Adverse Events  

11.1 Adverse Events 

11.2 Definitions and Classification of Adverse Events 

Severe Hypoglycemia

 

 
 
Severe Hyperglycemia    
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Diabetic Ketoacidosis/DKA diagnostic criteria

 
 
 
 
 

Insulin infusion site reaction:
 

 
o 
o 

o 
 

  
o 
o 

o 
 
Adverse Event (AE) (ISO 14155:2020) 

Note 1 to entry:

Note 2 to entry:
Note 3 to entry:

Adverse Device Effect (ADE) (ISO 14155:2020) 

Note 1 to entry: 

Note 2 to entry:

Note 3 to entry:

Serious Adverse Event (SAE) (ISO 14155:2020) 
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Note 1 to entry: 

Serious Adverse Device Effect (SADE) (ISO 14155:2020) 

Unanticipated Adverse Device Effect (UADE) (21 CFR 812.3(s)) 

11.3 Recording of Adverse Events 
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11.4 Notification of Adverse Events

11.5 Expedited Safety Reporting Requirements 

11.6 Causality Assessment

mailto:dl.diabetesclinicalresearchsafety@medtronic.com
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 Not related: 
o 

o 

o 

o 

o 

o 

 Possible: 

 Probable

 Causal relationship: 

o 

o 

o 
 
 

o 

o 
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o 

o 
o 

Example: A severe hyperglycemia AE with the following event description would have the 
following causality assessment for device relatedness: 

  Not related
 Possible

Causal relationship

11.7 Anticipated or Unanticipated 

 Anticipated:
 Unanticipated:

12. Data Review Committees 

12.1 Clinical Events Committee  
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12.2 Data Monitoring Committee 

 
The DMC will perform 4 main functions:  
 
First:
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Second:

 
 

Third:

 
 
 

 
 

 
Fourth:

General guidance for DMC’s recommendations to sponsor should be based on the following:  
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 Table 5

 

 

Table 5. Hypoglycemia/ Hyperglycemia/ DKA Threshold 

Adverse Event Reference 
Reference 
Rate > 25 
years old 

Reference 
Rate 

15-25 years 
old 

Reference 
Rate <15 
years old 
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Adverse Event Reference 
Reference 
Rate > 25 
years old 

Reference 
Rate 

15-25 years 
old 

Reference 
Rate <15 
years old 

Severe hypoglycemia and DKA event rates were taken from the following: 
 

 

 

 

https://www.ncbi.nlm.nih.gov/pubmed/23760624
https://www.ncbi.nlm.nih.gov/pubmed/23469984
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13. Device Deficiencies and Troubleshooting 
 

Device Deficiency (ISO 14155:2020) 

 
Note 1 to entry

 
Note 2 to entry

14. Statistical Design and Methods 

14.1 General Aspects of Analysis 

14.2 Subject Disposition 

14.3 Subject Demographics and Baseline Characteristics 
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14.4 Endpoints and Hypotheses 

14.4.1.1 Primary Safety Endpoint  

Age 18-80: 

 

Age 7-17: 

 

14.4.1.2 Primary Effectiveness Endpoint  
 
Age 18-80: 

 

Age 7-17: 
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14.4.1.3 Analysis of Secondary Effectiveness Endpoints 

Age 18-80:
 

 

Age 7-17:
 

 

14.4.2 Descriptive Endpoints 

 
 
 

 

 
 

 

 
 
 
 

o 
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14.4.3  Safety Data Summarized 
 
 
 
 
 
 

14.4.4  Device Deficiencies  

 

14.4.5  Subject Feedback 

14.5 Sample Size Considerations/Sample Size Justification 

14.5.1  Age 18-80 
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14.5.2  Age 7-17 
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14.5.3  Expected Drop-out Rates 

14.6  Handling Missing Data 

 

14.7 Final Reports

15. Ethics 

15.1 Statement(s) of Compliance
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15.2 IRB Approval 

15.3 Role of the Sponsor’s Representatives 

 

 
 

 

15.4 Investigator’s Responsibilities 

 

 

 
 

o 
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o 
o 

o 
o 

o 

o 

 

o Section 11)
o 
o 

o 
o 
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16. Study Administration 

16.1 Training of Clinical Staff 

16.2 Monitoring 

Section 11

16.2.1 Accessibility of Investigational Center Staff and Study Materials 

16.2.2 Audits and Investigational Center Inspections 
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16.2.3 Investigational Center Disqualification 

 
 

 
 

 

16.3 Data Management 

16.3.1Electronic Case Report Forms (eCRFs)

16.3.2 CareLink Personal/CareLink System Software 

16.3.3  Subject Questionnaires 
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16.3.4 Time Windows for Completion and Submission of Case Report Forms 

Section 11

16.3.5 Data Review and Processing 

16.4 Direct Access to Source Data/Documents 

16.5 Confidentiality 

16.6 Liability and Subject Compensation 

16.7 CIP Amendments 
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16.8 Records and Reports 

16.8.1 Investigator Records 

 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 

 

 

16.8.2 Investigator Reporting Responsibilities  

Table 6. Investigator Reporting Requirements 
Report Submit to Description/Constraints 

Section 11 13 



CIP335 Clinical Investigation Plan 
 

Form 

D00409632 Version E Page 102 of 106 

CONFIDENTIAL

Form

Report Submit to Description/Constraints 

16.9 Record Retention 

16.10 Suspension or Early Termination 
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16.10.1  Early Investigational Center Suspension or Termination 

16.10.2 Subject Follow-Up In Case of Termination 

16.11 Study Close-Out 

16.12 Publication and Use of Information 

17. References 
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18. Appendices 

18.1 Names and addresses 

18.1.1 Investigational Centers and IRB 

18.1.2 Monitor(s) Contact Information 

 

18.2 Labeling of Devices 

18.3 Sample Consent Materials 
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19. Version History 

Version Summary of changes Author(s)/Title 
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