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• Abbott FreeStyle Libre 2 Glucose Sensor (“FreeStyle Libre 2”) 

• Participant’s own MDI supplies
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site and by age group (<18 years, ≥18 years)
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Change from baseline in HbA1c for participants ≥18 years of age at baseline 

10.0 mmol/L) for participants ≥18 

Change from baseline in HbA1c in participants with baseline HbA1c ≥8% (64 

DDS total score for participants ≥18 years of age 

≥

Change from baseline in total daily insulin (TDI) (units/kg) for participants ≥18 



–

≥

•
•
•
•
•
•
•

•
•
•

•

•

•
•

•

•
r ≥15 minutes; <54 mg/dL for ≥

• Number of hyperglycemia events as measured by the glucose sensor (≥300 
mg/dL for ≥1 hour) 

•
•

•
•
•
•



•
•
•

•
•
•
•
•

•
≥

• ≥
≥

•

•
•
•

–
–

•
•
•
•
•



•

–

≥

•

• –
•
•
•
•
•

•

•
•
•
•
•
•
•

•
•
•
•

•
•
•



≥

•
•

•
•
•
• –
•

•

•

•
•

•
•

•
•
•

•

≤



≤ ≤

μ μ
: μ μ ≠ 0

where μ and μ



•

•



≥

≥



≥

≥

≤

•
•
• BMI (≤25 vs >25 kg/m
• ≥
• ≥

•
•



≤ value of ≤0.025, as appropriate)



μ μ
: μ μ ≠

where μ and μ



μ μ ≥
: μ μ

where μ and μ

(μ minus μ

μ μ
: μ μ ≠

where μ and μ

μ μ
: μ μ ≠ 0

where μ and μ



μ μ ≥
: μ μ

where μ and μ

(μ minus μ

≥

μ μ
: μ μ ≠ 0

where μ and μ
≥

μ μ
: μ μ ≠ 0

where μ and μ

≥



μ μ
: μ μ ≠ 0

where μ and μ
≥

μ μ
: μ μ ≠ 0

where μ and μ

≥

μ μ
: μ μ ≠ 0

where μ and μ
≥

μ μ
: μ μ ≠ 0



where μ and μ

𝐶ℎܽ݊݃݁ ݂ܫܳܵܲ ݊݅ ݈݁݊݅݁ݏܽܤ ݉݋ݎ = (9 ݐ݅ݏܸ݅) ܫܳܵܲ  − (3 ݐ݅ݏܸ݅) ܫܳܵܲ
2 y/o: Caregiver’s version of the 

Children ≥12 y/o: Self
Adults ≥18 y/o: Self

μ μ
: μ μ ≠ 0

where μ and μ

𝐶ℎܽ݊݃݁ ݂ܵܦܦ1ܶ ݊݅ ݈݁݊݅݁ݏܽܤ ݉݋ݎ = (9 ݐ݅ݏܸ݅) ܵܦܦ1ܶ  − (3 ݐ݅ݏܸ݅) ܵܦܦ1ܶ
μ μ

: μ μ ≠ 0
where μ and μ



𝐶ℎܽ݊݃݁ ݂ܪ ݊݅ ݈݁݊݅݁ݏܽܤ ݉݋ݎ𝐶ܵ = (9 ݐ݅ݏܸ݅) 𝐶ܵܪ  − (3 ݐ݅ݏܸ݅) 𝐶ܵܪ
μ μ

: μ μ ≠ 0
where μ and μ

π – ππ – π ≠
where π and π

μ μ
: μ μ ≠ 0
here μ and μ

𝐶ℎܽ݊݃݁ ݂ܦ5ܳܧ ݊݅ ݈݁݊݅݁ݏܽܤ ݉݋ݎ = (9 ݐ݅ݏܸ݅) ܦ5ܳܧ  − (3 ݐ݅ݏܸ݅) ܦ5ܳܧ



Children ≥16 y/o: Self
Adults ≥18 y/o: Self

≥

μ μ
: μ μ ≠ 0
here μ and μ

μ μ
: μ μ ≠ 0

where μ and μ

participants ≥18 years of age

–
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α

Percentage of time <54 mg/dL (3.0 mmol/L) for participants ≥18 years of age at 

Percentage of time <70 mg/dL (3.9 mmol/L) for participants ≥18 years of age at 

Coefficient of variation (%) for participants ≥18 years of age at baseline

for 15 minutes) for participants ≥18 years of age at baseline

–



for 15 minutes) for participants ≥18 years of age at baseline

Mean glucose (mg/dL and mmol/L) for participants ≥18 years of age at baseline

Percentage of time >180 mg/dL (10.0 mmol/L) for participants ≥18 years of age 

mg/dL (13.9 mmol/L) for participants ≥18 years of age 

Percentage of time >300 mg/dL (16.7 mmol/L) for participants ≥18 years of age 

Number of hyperglycemia events as measured by the glucose sensor (≥300 

Number of hyperglycemia events as measured by the glucose sensor (≥300 

Number of hyperglycemia events as measured by the glucose sensor (≥300 
mg/dL for 1 hour) for participants ≥18 years of age at baseline

Percentage of adult (≥18 years of age at baseline) participants in range 70

Percentage of adult (≥18 years of age at baseline) participants in range 70



Percentage of adults (≥18 years of age at baseline) participants achieving A1c 

Percentage of adults (≥18 years of age at baseline) participants achieving A1c 

Change from baseline in total daily insulin (TDI) (units) for participants ≥18 years 

Change from baseline in Body Mass Index (BMI) (kg/m²) for participants ≥18 



(MCID) of ≥0.19 points (improvement) on the T1

Proportion of participants achieving MCID score of ≥ 3 on the
for participants ≥18 years of age at baseline

–

McNemar’s Test to assess paired proportions.

interest, statistical testing will be performed for the rate of SH (and DKA) if there are ≥5 

due to zero events in one group), Fisher’s exact test for the number of events will be used 



the devices (participant’s own insulin pump, study CGM and Omnipod 5), and whether 

•
•

participant’s condition. There is a possibility of any relation between the event and 

•

the participant’s condition or comorbidities. The event is related or most likely 

•

that are “Related” “Possibly Related” or have a “Causal Relationship”



•
the participant’s daily activities.

•

• Interrupts a participant’s usual daily activities, causes severe discomfort, 

•

•

•

recorded as “resolved” at
•

cause of death, will be updated and recorded as “resolved” with the date of 

•
or the participant’s records to determine the outcome (for example, a participant 



es of summarization, an event will be considered “Related” if the relationship was 
deemed as “Possibly Related” “Related” or have a “Causal Relationship”



≥

(௡௨௠௕௘௥ ௢௙ ை௉5 ௥௘௖௢௥ௗ௦288 ) ÷ ݊݋݊ ݂݋ ℎݐ݈݃݊݁) − 𝐶ݏݕܽ݀ ݊݅ ݀݋݅ݎ݁݌ ݀݁ݖ݅݉݀݊ܽݎ ܯܩ) ≥ 0.7
(௡௨௠௕௘௥ ௢௙ ௅௜௕௥௘ ௥௘௖௢௥ௗ௦96 ) ÷ ݊݋݊ ݂݋ ℎݐ݈݃݊݁) − 𝐶ݏݕܽ݀ ݊݅ ݀݋݅ݎ݁݌ ݀݁ݖ݅݉݀݊ܽݎ ܯܩ) ≥ 0.7

•
•



will be made from the Investigator’s usual subject load. Consecutively 

; the Medical Monitor’s assessment of adverse 

𝐶ℎܽ݊݃݁ ݂1ܿܣܾܪ ݊݅ ݈݁݊݅݁ݏܽܤ ݉݋ݎ = ݓ݋݈݈݋݂) 1ܿܣܾܪ − (݌ݑ − (1 ݐ݅ݏܸ݅) 1ܿܣܾܪ 

Sensor, “FreeStyle Libre 2”

100 × ݏ݃݊݅݀ܽ݁ݎ ܯܩ𝐶 ݈ܾ݁ܽݑ݈ܽݒ݁ ݂݋ # ݁݃݊ܽݎ ݂݀݁݅݅ܿ݁݌ݏ ܽ ݊݅ ݏ݃݊݅݀ܽ݁ݎ ܯܩ𝐶 ݂݋ #
•

•



𝐶ℎܽ݊݃݁ ݂ܫܯܤ ݊݅ ݈݁݊݅݁ݏܽܤ ݉݋ݎ = (ݏ݇݁݁ݓ 13) ܫܯܤ  − (1 ݐ݅ݏܸ݅) ܫܯܤ
(1 ݐ݅ݏܸ݅) ܫܯܤ =  ܹ݁݅݃ℎ1 ݐ݅ݏܸ݅ ݐܽ ݐ (݇݃)(݃݅݁ܪℎ1 ݐ݅ݏܸ݅ ݐܽ ݐ (݉))2

(ݏ݇݁݁ݓ 13) ܫܯܤ =  ܹ݁݅݃ℎݏ݇݁݁ݓ 13 ݐܽ ݐ (݇݃)(݃݅݁ܪℎ1 ݐ݅ݏܸ݅ ݐܽ ݐ (݉))2
If a subject’s weight is reported in pounds, the following conversion will be performed:

ܹ݁݅݃ℎݐ (݇݃) =  ܹ݁݅݃ℎ2.2(ݏܾ݈) ݐ
If a subject’s height is reported in inches, the following conversion will be performed:

(݉) ݐℎ݃݅݁ܪ = (݊݅) ݐℎ݃݅݁ܪ  ∗ 2.54100

,݈݁݊݅݁ݏܽܤ ݉݋ݎ݂ ℎܽ݊݃݁ܿ) ܫܦܶ (݃݇/ݏݐ݅݊ݑ = (ݏ݇݁݁ݓ 13) ܫܦܶ  − 1 ݐ݅ݏܸ݅ ݐܽ ݐℎ݃݅݁ݓ ݏ′ݐ݆ܾܿ݁ݑݏ(2 ݐ݅ݏܸ݅) ܫܦܶ

𝐶ܸ(%) = ݁ݏ݋ܿݑ݈݃ ݊ܽ݁݉݁ݏ݋ܿݑ݈݃ ݂݋ ܦܵ 



will be “down sampled” 
“down sampling” 

The “down sampling” of 

If the readings are ≥13 minutes apart, the second reading will be 

If the readings are ≥13 minutes apart, the third reading will be included 

for ≥ 15 min



This endpoint is defined as glucose sensor values ≥300 mg/dL for ≥1 hour. 

in hyperglycemic range (≥300 mg/dL) with the difference between the first and the 
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• •
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• •
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• •
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• If a randomized participant provides at least seven days’ worth of sensor readings 

• provide at least seven days’ worth of sensor 

from (1) “not a problem” to (6) “a very serious problem.” The scale yields an overall 



point scale from (1) “not 
confident at all” to (4) “very confident”. 

5 indicates a “poor” sleeper. The PSQI global 

measure the subject’s self



The EQ VAS records the subject’s self
in the EQ VAS should be coded as “999” and ambiguous values (e.g., the line crosses 

point scale from (1) “Very Dissatisfied” or “All the Time” to (5) “Very 
Satisfied” or “Never.” Respondents must answer at least ten (two thirds) questions to be 

. Responses to each item are scored as “A” or “R” (or “U” which is equal 
to four “R” responses). Total of four or more “R” responses are considered to indicate 

only has two “R” responses for the remaining 

since adding another “R” response would result in fewer than four “R”s).

responses ranging from (1) “Strongly disagree” to (5) “Strongly agree”

–
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