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• The Bigfoot Unity® Diabetes Management 
System is a smart pen cap system that 
incorporates data from the Abbott FreeStyle 
Libre 2 Sensor, real-time alerts, and 
clinician-directed dose recommendations. 

• The objective was to analyze real world 12-
month data for a large MDI cohort using the 
System.

• De-identified data and a prespecified analysis plan was reviewed by a central institutional review board 
(IRB) and deemed exempt from IRB oversight. 

• A retrospective analysis for a 12-month System use cohort (N=303) was conducted. Outcomes are also 
reported for 3- (0-90 days) and 6-month (91-180 days) periods.

• Selection criteria were 1) persons with diabetes completing training and initiating System use (Day 0), 
2) at least 45 use-days and >45 CGM or BGM readings within the 12-month period (276-365 days) to 
represent real-world use and avoid bias towards highest System users, and 3) baseline A1C from clinic 
records, prior to starting the System (-120 to 0 days).

This study was funded by Abbott
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p < 0.0001• Mean age was 63.7 years and 86.5% had T2D (Table 1). 

• A small number (4.9%) were not new to taking insulin and a larger number 
(62.3%) were new to taking correction insulin (Table 1).

• Using estimated A1C (GMI), improvement from baseline A1C was 1.3 ± 1.7% at 
12 months and statistically significant (Table 2 & Figure 1; p<0.0001). Similar 
improvement was observed at 3, 6 and 12 months (Figure 1).

• TIR was 61.3 ± 22.1% and 46.3 ± 19.0% for T2D and T1D, respectively; total time 
below range was 1.2 ± 1.7% and 2.9 ± 3.0%, respectively (Table 2). 

• During the 12-month period, Bigfoot Unity was used, on average, for 95.5% of 
days (Table 2).

• Doses for long-acting insulin were recorded on 72.7% of days; 2 or more rapid-
acting insulin doses were recorded on 65.8% of days (Table 2). 

• Figure 2 shows change in glycemic control within subgroups.

• Within the safety cohort (N=402), using post-market surveillance data of medical 
device reports to FDA, 5 severe hypoglycemia events, 1 serious hypoglycemia, 1 
DKA and 1 other severe hyperglycemic event occurred and were not related to 
System malfunction; 4 malfunctions occurred without a reported adverse event.

• Using GMI as a proxy of A1C, ~1.3% improvement was observed at 3 months and sustained through 12 months.

• Considering the mean older age, results demonstrate close adherence to established glycemic targets.1-3 

• Magnitude of improvement was larger (2%) in a subset with suboptimal glycemic control (baseline A1C ≥8%). 

• Those new to taking correction insulin also had larger improvement compared to those who had experience 
(1.7% vs. 0.9%). The fact that over 60% had not used correction insulin before supports the conclusion that the 
System may be a useful tool to overcome a common barrier of implementing insulin intensification;4 we have 
demonstrated previously that when the system displays an HCP-recommended correction dose, on average, 2-
hour postprandial glucose was below 180 mg/dL in accordance with ADA guidelines.2,5 

• Those without prior CGM experience had slightly more improvement (1.6%) compared to those using CGM 
previously (1.2%). Glycemic improvement was similar in those ≥65 (1.2%) versus <65 (1.4%) years of age.

• There was an average of ~73% of days with a recorded long-acting dose and 66% of days with ≥2 rapid-acting 
doses. Although encouraging, this leaves room for improvement in missed injections with HCP coaching, given 
that missed injections is a leading contributor of not meeting glycemic targets.6,7 Missed injections may be due 
to not using the System at all on those days or taking insulin outside of the System. Regardless, these data are 
similar to other literature demonstrating compliance of injections ranging from 58-78%.8,9

• The rate of severe hypoglycemia and DKA events was relatively low but may be underestimated due to the 
retrospective nature of the study using post-market surveillance. Please see poster LB-4690 for further 
prospective safety and other data from System users.

• Limitations of this report include the retrospective design, lack of a control group and self-reported adverse 
event data. A1Cs during System use were not available, but strong correlation between A1C and GMI support 
using GMI as a proxy of A1C10,11 although there are reports of potential mismatch between A1C and GMI.12

1. Battelino T, et al. Diabetes Care 2019;42(8):1593-603. 2. American Diabetes Association. Diabetes Care. 
2023;46(Suppl 1):S97-S110. 3. American Diabetes Association. Diabetes Care. 2023;46(Suppl 1):S216-S229. 4. Zafar 
A, et al. Diabet Med 2015;32(3):407-413 5. Baliga et al. Clinical Diabetes 2023;41(4):539-548 6. Randlov J, Poulsen 
JU. J Diabetes Sci Technol. 2008;2(2):229-235 7. Burdick J, et al. Pediatrics. 2004;113(3 Pt 1):e221-4. 8. Ekberg NR, 
et al. Journal of Diabetes Sci Technol. 2022:18(1):66-73. 9. Steenkamp D, et al. J Diabetes Sci Technol. 
2022;16(4):995-1002. 10. Bergenstal RM et al. Diabetes Care. 2018;41(11):2275-80. 11. Al Hayek AA, et al. Diabetes 
Therapy. 2022;13(5):953-67. 12. Perlman JE, et al. Diabetes Technol Ther. 2021;23(4):253-8.
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Figure 1: GMI compared with baseline A1C. Mean and 95% CI 
are shown for baseline A1C and GMI in the 3-, 6- and 12-month analysis periods. The 
baseline A1C was compared to 12-month GMI using the Wilcoxon signed rank test. 

Results

aIndicates statistically significant difference of 12-month period result from baseline (p < 0.0001).
bParameter is expressed as a percentage, using the 90-day analysis period as the denominator.

Total (N=303) T2D (N=262) T1D (N=41)
Change of estimated A1C (GMI) from baseline A1C (%), mean (SD) -1.3 (1.7)a -1.4 (1.7)a - 0.8 (1.8)a

Glucose Management Indicator (GMI), mean (SD) 7.5 (0.9) 7.4 (0.9) 8.0 (1.0)
Average glucose (mg/dL), mean (SD) 175.8 (38.1) 172.7 (36.6) 195.7 (41.4)
Coefficient of variation, mean (SD) 31.9 (6.7) 31.0 (6.4) 37.4 (5.6)
Percent Sensor time in ranges:

70-180 mg/dL, mean (SD) 59.3 (22.3) 61.3 (22.1) 46.3 (19.0)
>180 mg/dL, mean (SD) 39.3 (22.5) 37.4 (22.4) 50.8 (20.0)
>250 mg/dL, mean (SD) 14.4 (15.7) 12.8 (14.8) 24.4 (17.7)
<70 mg/dL, mean (SD)  1.5 (2.0) 1.2 (1.7) 2.9 (3.0)
<54 mg/dL, mean (SD) 0.2 (0.4) 0.1 (0.2) 0.5 (1.0)

Percent of days of System use, mean (SD)b 95.5 (9.3) 95.1 (9.7) 97.7 (5.6)
Percent of days with a long-acting insulin dose, mean (SD)b 72.7 (29.6) 71.4 (30.2) 80.5 (23.9)
Percent of days with ≥2 rapid-acting insulin dose, mean (SD)b 65.8 (30.4) 64.6 (30.8) 73.8 (26.9)
Glucose readings/day, mean (SD) 65.2 (21.1) 64.8 (21.0) 67.9 (22.0)

Table 2: Sensor and Use Parameters in 12-Month Period

Table 1: Demographics

a16 missing new to insulin status; b7 missing CGM status; c67 
missing new to corrections status.
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Figure 2: GMI compared with baseline A1C in subgroups. Mean and 95% CI are shown for baseline A1C and GMI in the 12-month analysis period. The baseline A1C 
was compared to 12-month GMI using the Wilcoxon signed rank test. Baseline status was not available for all 303 people. The N below each bar reflects the available data.

• Post-market surveillance data was reviewed for FDA medical device reports for malfunctions or serious 
adverse events occurring in a broader safety cohort (N=402) who also met minimum requirements 
(baseline A1C and ≥45 use-days and ≥45 glucose readings) in the 90-day period ending at day 90 or 180. 

• Due to the retrospective nature, sample size was not based on statistical power. 
• Given the limitation of having only baseline A1Cs, estimated A1C (GMI) was used as a proxy for A1C to 

perform statistical comparisons of A1C data at baseline and GMI in the 12-month period of use. 
Differences between median baseline A1C and the median estimated A1C (GMI) in the 12-month period 
was tested with the Wilcoxon signed rank test; a P-value <0.05 was considered statistically significant.


FIGX 300 A1C and GMI (DH)

				Baseline
 A1C
(N=303)		3 Month
 GMI
(N=299)		6 Month
 GMI
(N=293)		12 Month
 GMI
(N=303)																		DH Comments for verification and review.

				8.809570957		7.419119301		7.499703239		7.516174737		mean		Copy of EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

				0.201112757		0.095765232		0.101863127		0.10252019		1/2 CI width																Column B A1C:		Column C 3 Month GMI:		Column D 6 Month GMI:		Column E 12 Month GMI:

				Paired Stats 365		Paired Stats 090		Paired Stats 180		Paired Stats 365																		Verified N for A1C to be correct.  DH 03/21/2024.		Verified N for GMI 3 Month to be correct.  DH 03/21/2024.		Verified N for GMI 6 Month to be correct.  DH 03/21/2024.		Verified N for GMI 12 Month to be correct.  DH 03/21/2024.

																												Rows 2 and 3 A1C: Verified Numbers to be correct per datasets in reference link.  Debra Harville (DH) 03/21/2024. Note rounding conventions used for this number.		Rows 2 and 3 GMI 3 Month: Verified Numbers to be correct per datasets in reference link.  Debra Harville (DH) 03/21/2024. Note rounding conventions used for this number.		Rows 2 and 3 GMI 6 Month: Verified Numbers to be correct per datasets in reference link.  Debra Harville (DH) 03/21/2024. Note rounding conventions used for this number.		Rows 2 and 3 GMI 12 Month: Verified Numbers to be correct per datasets in reference link.  Debra Harville (DH) 03/21/2024. Note rounding conventions used for this number.











																								Check p-value in graph				PValue Check in graphs - DH verification/comments: Basline graph; confirmed CI lower and upper value in Baseline A1C to be correct as represented in graph values.    DH 03/21/2024.

																												PValue Check in graphs - DH verification/comments: 3 Month  graph; confirmed CI lower and upper value in 3 Month GMI to be correct as represented in graph values.  DH 03/21/2024.

																												PValue Check in graphs - DH verification/comments: 6 Month graph; confirmed CI lower and upper value in 6 Month GMI to be correct as represented in graph values.  DH 03/21/2024.

																												PValue Check in graphs - DH verification/comments: 12  Month graph; confirmed CI lower and upper value in 12 Month GMI to be correct as represented in graph values.   In addition, confirmed PValue to be correct per Data Science source and data represented in calculation of PValue.  DH 03/21/2024.































































																														PValue Check in graph  T1D N=13 - DH verification/comments: confirmed CI lower and upper value in Baseline A1C  and 6 Month A1c to be correct as represented in graph values.  DH 03/21/2024.

																														PValue Check in graph  T2D N=89 - DH verification/comments: confirmed CI lower and upper value in Baseline A1C  and 6 Month A1c to be correct as represented in graph values.  DH 03/21/2024.

																														PValue Check in graphs N=76  Baseline A1C > = 8% - DH verification/comments: confirmed CI lower and upper value in A1C to be correct for Baseline and 6 Months as represented in graph values.  DH 03/21/2024.

																														PValue Check in graphs N=26  Baseline A1C < 8% - DH verification/comments: confirmed CI lower and upper value in A1C to be correct for Baseline and 6 Months as represented in graph values.  DH 03/21/2024.





0.201112757	9.5765232000000006E-2	0.101863127	0.10252019	0	0.201112757	9.5765232000000006E-2	0.101863127	0.10252019	0	Baseline
 A1C	
(N=303)	3 Month
 GMI	
(N=299)	6 Month
 GMI	
(N=293)	12 Month
 GMI	
(N=303)	8.809570957	7.4191193010000003	7.4997032389999996	7.5161747370000001	

Percent







Baseline A1C	

0.32699999999999996	0.20900000000000052	0.32699999999999996	0.20999999999999996	Baseline A1C ≥8%
(N=76)	Baseline A1C 	<	8%
(N=26)	9.7370000000000001	7.1769999999999996	6 Month A1C	

0.28299999999999947	0.32099999999999973	0.28200000000000092	0.32200000000000006	Baseline A1C ≥8%
(N=76)	Baseline A1C 	<	8%
(N=26)	8.2680000000000007	7.1040000000000001	

Percent









Baseline A1C	

0.69400000000000084	0.36999999999999922	0.69399999999999906	0.36999999999999922	T1D
(N=13)	T2D
(N=89)	9.0229999999999997	9.093	6 Month A1C	

0.57900000000000063	0.26999999999999957	0.58000000000000007	0.27000000000000046	T1D
(N=13)	T2D
(N=89)	8.2850000000000001	7.9260000000000002	

Percent











300-by Correction (DH)



												Copy of EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

						DH -Verified N of 89 and N of 147 to be correction for both Correction Insulin and No Correction Insulin numbers per Data Science source data of EN136runlog231008RUN2312051YEAR.  DH 03/26/2024.

						Correction Insulin
Experience
at Baseline
(N=89)		No Correction Insulin
Experience
at Baseline 
(N=147)		 '≥' +CI		<' +CI		≥' -CI		<' -CI		 '≥' lower CI		≥' upper CI		 '<' lower CI		<' upper CI

				Baseline A1C		8.541573034		9.156462585		0.319792874		0.304358276		0.319792875		0.304358276		8.221780159		8.861365908		8.852104309		9.460820861

				12 Month GMI		7.672798008		7.44342646		0.1983186		0.143063905		0.1983186		0.143063905		7.474479408		7.871116608		7.300362555		7.586490365

				DH check: Numbers verified to be correct for both Baseline A1C's Correction Insulin and No Correction Insulin. DH 03/26/2024 		8.541573034		9.156462585								Jtchecks		8.221780159		8.861365908		8.852104309		9.460820861

				DH check: Numbers verified to be correct for both 12 Month GMI Correction Insulin and No Correction Insulin. DH 03/26/2024 		7.672798008		7.4434264599								Jtchecks		7.474479408		7.871116608		7.300362555		7.586490365

																DH checks		8.221780159		8.861365908		8.852104309		9.460820861		DH - Note performed numberic checks per formula and confirm with Data Science source dataset to verify numbers in rows 8 and 9 for lower and upper CI's are verfieid to be correct.  DH 03/26/2024.

																DH checks		7.474479408		7.871116608		7.300362555		7.586490365		DH - Note performed numberic checks per formula and confirm with Data Science source dataset to verify numbers in rows 8 and 9 for lower and upper CI's are verfieid to be correct.  DH 03/26/2024.

				Baseline A1C		Correction Experienced 365: A1C mean		NO Correction Experience 365: A1C mean										Correction Experienced 365: A1C L95%CI mean		Correction Experienced 365: A1C H95%CI mean		NO Correction Experienced 365: A1C L95%CI mean		NO Correction Experienced 365: A1C H95%CI mean

				12 Month GMI		Correction Experience 365: GMI mean		NO Correction Experience 365: GMI mean										Correction Experienced 365: GMI L95%CI mean		Correction Experienced 365: GMI H95%CI mean		NO Correction Experienced 365: GMI L95%CI mean		NO Correction Experienced 365: GMI H95%CI mean







																														Check p-value in graph





																														DH checks for P-value in graph N=89 Correction Insulin (8.5 percent):  Verified P -value to be correct for CI intervals for upper and lower CI's.  DH 03/28/2024.

																														DH checks for P-value in graph N=89 Correction Insulin (7.7 percent):  Verified P -value to be correct for CI intervals for upper and lower CI's.  DH 03/28/2024.

																														DH checks for P-value in graph N=147 Correction Insulin (9.2 percent):  Verified P -value to be correct for CI intervals for upper and lower CI's.  DH 03/28/2024.

																														DH checks for P-value in graph N=147 Correction Insulin (7.4  percent):  Verified P -value to be correct for CI intervals for upper and lower CI's.  DH 03/28/2024.



































Baseline A1C	

0.31979287399999912	0.30435827600000032	0.31979287500000098	0.30435827600000032	Correction Insulin
Experience	
at Baseline
(N=89)	No Correction Insulin
Experience	
at Baseline 
(N=147)	8.5415730340000007	9.1564625849999999	12 Month GMI	

0.19831860000000034	0.14306390499999999	0.19831860000000034	0.14306390499999999	Correction Insulin
Experience	
at Baseline
(N=89)	No Correction Insulin
Experience	
at Baseline 
(N=147)	7.672798008	7.4434264600000004	

Percent
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300-by baseline A1C (DH)



												Copy of EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

						Baseline A1C ≥8%
(N=194)		Baseline A1C <8%
(N=109)		 '≥' +CI		<' +CI		≥' -CI		<' -CI		 '≥' lower CI		≥' upper CI		 '<' lower CI		<' upper CI

				Baseline A1C		9.738659794		7.155963303		0.217351729		0.110577003		0.217351729		0.110577004		9.521308065		9.956011523		7.045386299		7.266540306

				12 Month GMI		7.718553812		7.155977118		0.134017739		0.131777779		0.134017739		0.131777778		7.584536073		7.852571551		7.02419934		7.287754897

		Verified Basline A1C for both N=194 and N=109  be correct per Data Science source identified in link .  DH 03/21/2024.				Verified Basline A1C  number in columns C and D to be correct per Data Science source identified in link .  DH 03/21/2024.										Jtchecks		9.521308065		9.956011523		7.045386299		7.266540306

		Verified12 GMI Month N  numbers for both N=194 and N=109 to be correct per Data Science source identified in link .  DH 03/21/2024.				Verified 12 Month GMI numbers in columns C and D to be correcttper Data Science source identified in link .  DH 03/21/2024.										Jtchecks		7.584536073		7.852571551		7.02419934		7.287754897

																DH verification		Verified   '≥' lower CI row 5, column I to be correct.  DH 03/21/2024.		Verified   '≥'upper CI row 5, column J to be correct.  DH 03/21/2024.		Verified   '<' lower CI row 5, column K to b e correct.  DH 03/21/2024.		Verified   '<'upper CI row 5, column L to be correct.  DH 03/21/2024.

																DH verification		Verified   '≥' lower CI row 6, column I to be correct.  DH 03/21/2024.		Verified   '≥' upper CI row 6, column J to be correct.  DH 03/21/2024.		Verified   '<' lower CI row 6, column K to be correct.  DH 03/21/2024.		Verified   '<'upper CI row 6, column L to be correct.  DH 03/21/2024.

				Baseline A1C		High Starting HbA1c Stats 365: A1C mean		Low Starting HbA1c Stats 365: A1C mean										High Starting HbA1c Stats 365: A1C L95%CI mean		High Starting HbA1c Stats 365: A1C H95%CI mean		Low Starting HbA1c Stats 365: A1C L95%CI mean		Low Starting HbA1c Stats 365: A1C H95%CI mean

				12 Month GMI		High Starting HbA1c Stats 365: GMI mean		Low Starting HbA1c Stats 365: GMI mean										High Starting HbA1c Stats 365: GMI L95%CI mean		High Starting HbA1c Stats 365: GMI H95%CI mean		Low Starting HbA1c Stats 365: GMI L95%CI mean		Low Starting HbA1c Stats 365: GMI H95%CI mean										<







																														Check p-value in graph

																														N=194 - Verified in graph P-Values to be correct (upper and lower range ) for 9.7 Baseline A1C of > = 8%.  DH 03/21/2024.

																														N=194  Verified in graph P-Values to be correct (upper and lower range ) for 7.7 Baseline 12 Month GMI of > = 8%.  DH 03/21/2024.

																														N=109 - Verified in graph P-Values to be correct (upper and lower range ) for 7.2 Baseline A1C of  < 8%.  DH 03/21/2024.

																														N=109 Verified in graph P-Values to be correct (upper and lower range ) for 7.7 Baseline 12 Month GMI of  <8%.  DH 03/21/2024.







































Baseline A1C	

0.21735172900000066	0.11057700299999951	0.21735172900000066	0.11057700400000048	Baseline A1C ≥8%
(N=194)	Baseline A1C 	<	8%
(N=109)	9.7386597940000001	7.1559633030000001	12 Month GMI	

0.13401773899999991	0.13177777900000009	0.13401773899999991	0.13177777800000001	Baseline A1C ≥8%
(N=194)	Baseline A1C 	<	8%
(N=109)	7.7185538119999997	7.155977118	

Percent
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300-by AGE (DH)



												Copy of EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

						≥65 Years of Age
(N=165)		<65 Years of Age 
(N=138)		 '≥' +CI		<' +CI		≥' -CI		<' -CI		 '≥' lower CI		≥' upper CI		 '<' lower CI		<' upper CI

				Baseline A1C		8.635757576		9.017391304		0.265192345		0.304762151		0.265192346		0.30476215		8.37056523		8.900949921		8.712629154		9.322153455

				12 Month GMI		7.473050022		7.567736897		0.123928909		0.169562973		0.12392891		0.169562972		7.349121112		7.596978931		7.398173925		7.73729987

				Baseline A1C -Verified N=165 and N=138 to be correct for both ≥65 Years of Age and <65 Years of Age per Data Science Datasets.  DH 03/26/2024												Jtchecks		8.37056523		8.900949921		8.712629154		9.322153455

				12 Month GMI - Verified N=165 and N=138 to be correct for both ≥65 Years of Age and <65 Years of Age per Data  Science Datasets.  DH 03/26/2024												Jtchecks		7.349121112		7.596978931		7.398173925		7.73729987

				DH check: Baseline A1C -Verified numbers to be correct for both ≥65 Years of Age and <65 Years of Age per Data Science Datasets.  DH 03/26/2024		8.63575757575758; rounding conventions agrees with above number.		9.0173913043								DH CHecks:		8.37056523		8.900949921		8.712629154		9.322153455				DH - Note performed numberic checks per formula and confirmed with Data Science source dataset to verify numbers in rows 8 and 9 for lower and upper CI's are verfieid to be correct.  DH 03/26/2024.

				DH check: 12 Month GMI - Verified numbers to be correct for  both ≥65 Years of Age and <65 Years of Age per Data  Science Datasets.  DH 03/26/2024		7.473050022		7.567736897								DH CHecks:		7.349121112		7.596978931		7.398173925		7.73729987				DH - Note performed numberic checks per formula and confirmed with Data Science source dataset to verify numbers in rows 8 and 9 for lower and upper CI's are verfieid to be correct.  DH 03/26/2024.

				Baseline A1C		≥65
 365: A1C mean		<65
 365: A1C mean										≥65
 365: A1C L95%CI mean		≥65
 365: A1C H95%CI mean		< 65
 365: A1C L95%CI mean		<65
 365: A1C H95%CI mean

				12 Month GMI		≥65
 365: GMI mean		<65
 365: GMI mean										≥65
 365: GMI L95%CI mean		≥65
 365: GMI H95%CI mean		< 65
 365: GMI L95%CI mean		<65
 365: GMI H95%CI mean





















																														Check p-value in graph

																														DH checks for P-value in graph N=165 (8.6 percent):  > = to  65, verified upper and lower CI's to be correct per calculated numbers for PValues.  DH 03/28/2024.

																														DH checks for P-value in graph N=165 (7.5 percent): > = to  65, verified upper and lower CI's to be correct per calculated numbers for PValues.  DH 03/28/2024.

																														DH checks for P-value in graph N=138  (9.0 percent):  <65, verified upper and lower CI's to be correct per calculated numbers for PValues. DH 03/28/2024.

																														DH checks for P-value in graph N=138 (7.6percent): <65, verified upper and lower CI's to be correct per calculated numbers for PValues.  DH 03/28/2024.

























Baseline A1C	

0.26519234500000088	0.30476215100000026	0.26519234599999919	0.30476215000000018	≥65 Years of Age
(N=165)	<	65 Years of Age 
(N=138)	8.6357575759999996	9.0173913040000002	12 Month GMI	

0.12392890899999998	0.16956297300000056	0.12392891000000006	0.16956297199999959	≥65 Years of Age
(N=165)	<	65 Years of Age 
(N=138)	7.4730500219999998	7.5677368969999996	

Percent









C



300-by CGM (DH)



		Verified N=204 to be correct per Data Science source dataset 'CGM Experienced 365'  (EN136runlog231008RUN2312051YEAR).  DH 03/26/2024.										Copy of EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

		Verified N=92 to be correct per Data Science source dataset 'Not CGM Experienced 365'  (EN136runlog231008RUN2312051YEAR).  DH 03/26/2024.

						CGM Experience
at Baseline
(N=204)		No CGM Experience
at Baseline 
(N=92)		 'Y' +CI		N' +CI		Y' -CI		N' -CI		 'Y' lower CI		Y' upper CI		 'N' lower CI		N' upper CI

				Baseline A1C		8.779901961		8.966304348		0.24233987		0.379211012		0.242339871		0.379211012		8.53756209		9.022241831		8.587093336		9.34551536

				12 Month GMI		7.563142509		7.415524569		0.124110494		0.189586861		0.124110493		0.189586862		7.439032016		7.687253003		7.225937707		7.60511143

				DH checks		8.779901961		8.966304348		Verified to be correct DH 03/26/2024.						Jtchecks		8.53756209		9.022241831		8.587093336		9.34551536

				DH checks		7.563142509		7.415524569		Verified to be correct DH 03/26/2024.						Jtchecks		7.439032016		7.687253003		7.225937707		7.60511143

																DH checks		8.53756209		9.022241831		8.587093336		9.34551536				Verified the upper and lower CI's to be correct for rows 5 and 6 per Data Science source CGM numbers and per calculations.  DH 03/26/2024.

																DH checks		7.439032016		7.687253003		7.225937707		7.60511143

				Baseline A1C		CGM Experienced 365: A1C mean		NOT CGM Experienced 365: A1C mean										CGM Experienced 365: A1C L95%CI mean		CGM Experienced 365: A1C H95%CI mean		NOT CGM Experienced 365: A1C L95%CI mean		NOT CGM Experienced 365: A1C H95%CI mean

				12 Month GMI		CGM Experienced 365: GMI mean		NOT CGM Experienced 365: GMI mean										CGM Experienced 365: GMI L95%CI mean		CGM Experienced 365: GMI H95%CI mean		NOT CGM Experienced 365: GMI L95%CI mean		NOT CGM Experienced 365: GMI H95%CI mean





















																														Check p-value in graph

																														N=204 - Verified in graph P-Values to be correct (upper and lower range ) for Baseline CGM Experience  graph of 8.8%.  DH 04/04/2024.

																														N=204 Verified in graph P-Values to be correct (upper and lower range ) for Baseline CGM Experience  graph of 7.6%.  DH 04/04/2024.

																														N=92  Verified in graph P-Values to be correct (upper and lower range ) for No CGM Experience  at basline graph of 9.0%. DH 04/04/2024.

																														N=92  Verified in graph P-Values to be correct (upper and lower range ) for No CGM Experience  at basline graph of 7.4%. DH 04/04/2024.

























Baseline A1C	

0.24233987000000035	0.37921101200000074	0.24233987100000043	0.37921101199999896	CGM Experience
at Baseline	
(N=204)	No CGM Experience
at Baseline 	
(N=92)	8.7799019610000002	8.9663043479999995	12 Month GMI	

0.12411049399999996	0.18958686100000044	0.12411049300000077	0.18958686199999963	CGM Experience
at Baseline	
(N=204)	No CGM Experience
at Baseline 	
(N=92)	7.5631425090000004	7.4155245689999996	

Percent









D



Table 1 Demo (DH)

																		Copy of EN136runlog231008RUN2312051YEAR						Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

				Table 1: Demographics				Total (N=303)		T2D (N=262)		T1D (N=41)				N		Use the variables below from each of the 'paired stats 365', 'type 2 stats 365' and 'type 1 stats 365', 'New To Insulin Y 365' and 'NOT CGM Experienced 365' and 'New To Correction Y 365' tabs

				Age, mean (SD)				63.7 (12.2)		64.6 (11.4)		57.9 (15.4)								age		mean (std) from rows 6 and 7		 rounded to 1 decimal

				Type 2 diabetes, n (%)				262 (86.5)		262 (100)		0 (0)								diabetes		count		count' is divided by 303, 262, 303, respective; round to nearest decimal

				New to Insulin, n (%)a				14 (4.9)														count		count' is divided by 287; round to nearest decimal

				New to CGM, n (%)b				92 (31.1)														count		count' is divided by 296; round to nearest decimal

				New to corrections, n (%)c				147 (62.3)														count		count' is divided by 236; round to nearest decimal

				Baseline A1C, mean (SD)				8.8 (1.8)		8.8 (1.7)		8.8 (2.2)								A1c		mean (std) from rows 6 and 7		 rounded to 1 decimal

				a16 missing new to insulin status; b7 missing CGM status; c67 missing new to corrections status

				Verified a16 missing for 'a' (N303 - N273 (New to Insulin N) )= 30.  30 -14 =16.  
Verified  b7 missing for 'b' (N303 - N204 (CGM Experienced) = 211.  211-92=99.  99-92 =7.
Verified  c67 for c' missing for 'b' (N303 - N89 (New To Correction N) = 214.  214 - 147 99 = 67.  DH 04/05/2024.



				DHchecks verifying data to be correct per Data Science source datasets (:EN136runlog231008RUN2312051YEAR), rounding conventions, and required division calculations as stated in this sheet.  DH 03/28/2024.				Total (N=303)		T2D (N=262)		T1D (N=41)

				Age, mean (SD)				63.6794797936861 (12.1923906)		64.57782902 (11.38015044)		57.93880911 (15.43492287) - Verified numbers to be correct per Data Science source/datasets (EN136runlog231008RUN2312051YEAR).  Verified rounding is correct as per numbers in Table 1: Demographics above.  DH 03/26/204.

				Type 2 diabetes, n (%)				262 (0.86468647 rounds to 86.5)		262 (100)		blank correct

				New to Insulin, n (%)a				14( 0.04878049 rounds to 4.9)		blank correct		blank correct

				New to CGM, n (%)b				92 (0.31081081 rounds to 31.1)		blank correct		blank correct

				New to corrections, n (%)c				147 (0.62288136 rounds to 62.3)		blank correct		blank correct

				Baseline A1C, mean (SD)				8.809570957 (1.786096269) numbers round to 8.8 and 1.8)		8.80648855 (1.724556659) numbers round to 8.8 and 1.7)		8.829268293 (2.163127817 - Verified numbers to be correct per Data Science source/datasets (EN136runlog231008RUN2312051YEAR).  Verified rounding is correct as per numbers in Table 1: Demographics above.  DH 03/26/204.

				Verified all N's, 303, 262, and 41 to be correct per Data Science datasets/source  in EN136runlog231008RUN2312051YEAR.  DH 03/28/2024.





Table 2 AGP and Use (DH)

																Copy of EN136runlog231008RUN2312051YEAR				Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo												calculation for total mean		calculation for total std						calculation for T2D mean								calculation for T1D mean

																Use mean and standard devation columns for the variables below from each of the 'paired stats 365', 'type 2 stats 365' and 'type 1 stats 365' tabs

		Table 2: Sensor and Use Parameters in 12 Month Period				Total (N=303)		T2D (N=262)		T1D (N=41)				N				Use 'Count' at the top of each tab

		Change of estimated A1C (GMI) from baseline A1C, mean (SD)				-1.3 (1.7)a		-1.4 (1.7)a		- 0.8 (1.8)a								GMItoA1Cdiff365		mean (std) from rows 6 and 7		rounded to 1 decimal

		Glucose Management Indicator (GMI), mean (SD)				7.5 (0.9)		7.4 (0.9)		8.0 (1.0)								GMI365		mean (std) from rows 6 and 7		rounded to 1 decimal

		Average glucose, mean (SD)				175.8 (38.1)		172.7 (36.6)		195.7 (41.4)								glucoseMean365		mean (std) from rows 6 and 7		rounded to 1 decimal

		Coefficient of variation, mean (SD)				31.9 (6.7)		31.0 (6.4)		37.4 (5.6)								glucoseCV365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

		Percent Sensor time in ranges:

				70-180 mg/dL, mean (SD)		59.3 (22.3)		61.3 (22.1)		46.3 (19.0)								inRange365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

				>180 mg/dL, mean (SD)		39.3 (22.5)		37.4 (22.4)		50.8 (20.0)								aboveRange365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

				>250 mg/dL, mean (SD)		14.4 (15.7)		12.8 (14.8)		24.4 (17.7)								veryHigh365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

				<70 mg/dL, mean (SD) 		1.5 (2.0)		1.2 (1.7)		2.9 (3.0)								belowRange365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

				<54 mg/dL, mean (SD)		0.2 (0.4)		0.1 (0.2)		0.5 (1.0)								veryLow365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

		Percent of days of System use, mean (SD)b				95.5 (9.3)		95.1 (9.7)		97.7 (5.6)								USEDAY365		mean (std) from rows 6 and 7		each value is divided by 90, multiplied by 100 and rounded to 1 decimal										83.11270983		11.41899803		92.3		12.7		83.29428571		11.42644203		92.5		12.7		82.1641791		11.41848185		91.3		12.7

		Percent of days with a long-acting insulin dose, mean (SD)b				72.7 (29.6)		71.4 (30.2)		80.5 (23.9)								one_LA365		mean (std) from rows 6 and 7		each value is divided by 90, multiplied by 100 and rounded to 1 decimal										66.65707434		23.77468159		74.1		26.4		66.86285714		23.72281537		74.3		26.4		65.58208955		24.19563525		72.9		26.9

		Percent of days with ≥2 rapid-acting insulin dose, mean (SD)b				65.8 (30.4)		64.6 (30.8)		73.8 (26.9)								two_RA365		mean (std) from rows 6 and 7		each value is divided by 90, multiplied by 100 and rounded to 1 decimal										75.47482014		18.34013474		83.9		20.4		75.55428571		18.57907044		83.9		20.6		75.05970149		17.16398678		83.4		19.1

		Glucose readings/day, mean (SD)				65.2 (21.1)		64.8 (21.0)		67.9 (22.0)								GlucoseCount365		mean (std) from rows 6 and 7		each value is divided by 90 and rounded to 1 decimal										5751.788969		1967.476473		63.9		21.9		5758.191429		1953.700942		64.0		21.7		5718.343284		2052.776985		63.5		22.8

		aIndicates statistically significant difference of 12-month period result from baseline (P<0.001)
bParameter is expressed as a percentage, using the 90 day analysis period as the denominator 



		DH checks for Table 2 above

		Table 2: Sensor and Use Parameters in 12 Month Period		Total (N=303)		Total (N=303)		T2D (N=262)		T1D (N=41)

		Change of estimated A1C (GMI) from baseline A1C, mean (SD)				1.29339621985114 (1.712127196) numbers round to -1.3 (1.7).		-1.36451 rounds to -1.4. SD is 1.69494 rounds to 1.7		-0.838953641 rounds to -0.8 and SD of 1.772552574 rounds to 1.8						Note: error happened when reveiwing the 3/26/2024 version of  EN136runlog231008RUN2312051YEAR; therefore file now renamed to copy of EN136runlog231008RUN2312051YEAR.  DH 03/28/2024.  Note: No change/revision to original data within the copy of EN136runlog231008RUN2312051YEAR sheet with the exception of correcting the keystroke error that lost part of the GMI365 mean (T2D N=262) GMI365 mean number to it's original number of  7.44197727.

		Glucose Management Indicator (GMI), mean (SD)				7.51617473724457 (0.910488875) numbers round to 7.5 (0.9)		7.441977 rounds to 7.4. SD  of 0.876431170469177  rounds to 0.9		7.990314652 rounds to 8.0 and SD of  0.990114848 rounds to 1.0.

		Average glucose, mean (SD)				175.8434255 (38.06391618) numbers round to 175.8 (38.1)		172.741524653402 rounds to 172.7.  SD 36.6401 rounds to 36.6.		195.665328249909 rounds to 195. 7 and SD of 41.3927612045065 rounds to 41.4.

		Coefficient of variation, mean (SD)				0.318687459 (0.066643307) numbers round to 31.9 (6.7)		0.309958499*100 is 30.9958 rounded to 1 decimal is 31.0.  SD  of 0.064008258 * 100 rounded to 1 decimal is 6.4		0.374467643332291 * 100 37.4467643332291 rounds to 37.4 and SD of  0.055771464116537 *100 is  5.5771464116537 rounds to 5.6.

		Percent Sensor time in ranges:

				70-180 mg/dL, mean (SD)		0.592976941 (0.22255619) numbers round to 59.3 (22.3)		0.613370405055446  * 100 rounded to 1 decimal is  61.3.  SD is 0.220646188  * 100 rounded to 1 decimal is 22.1.		0.462657735205243 rounds 46.3 and SD of 0.19016122329745 rounds to percentage of 19.0

				>180 mg/dL, mean (SD)		0.39251518 (0.225210142) numbers round to 39.3 (22.5)				0.508482033 rounds to percentage of  50.8 and SD of 0.199564452 rounds to percentage of 20.0

				>250 mg/dL, mean (SD)		0.143783775 (0.156918019) numbers round to 14.4 (15.7)				0.243682690341785  rounds to percentage of   24.4  and SD of  0.177042734 rounds to percentage of 17.7

				<70 mg/dL, mean (SD) 		0.014507878 (0.02022745) numbers round to 1.5 (2.0)				0.0288602316604723 rounds to percentage of 2.9  and SD of  0.0299667018217464 rounds to percentage of  3.0 

				<54 mg/dL, mean (SD)		0.001812133 (0.004450673) numbers round to  0.2 (0.4)				0.00537697533857794 rounds to percentage of 0.5  and SD of  0.00976483958197549 rounds to percentage of  0.1..?  Discuss with JT.  Per discussion with JT, agreed with *100 and rounding value to 1.0 for SD.  Verified to be correct after discussion with JT DH 04/05/2024.

		Percent of days of System use, mean (SD)b				85.91419142 / 90 * 100 = 95.46021 rounding to 95.5.  SD is 8.384740353 / 90 * 100 = 9.31637817 rounds 9.3.				87.9512195121951 /90 * 100  and rounded = 97.72358 rounds to 97.7.  SD of  5.07912994277659 /90 * 100 and rounded is 5.643478  5.6.

		Percent of days with a long-acting insulin dose, mean (SD)b				65.38943894 / 90 * 100 = 72.65493 rounds to 72.7.   SD is 26.62245518 /90 * 100 = 29.58050576 rounds to 29.6				72.4634146341463 /90 * 100 and rounded = 80.514905149   so 80.5 verified correct.  SD of  21.4942987335893 /90 * 100 = 23.882554148 rounded 23.9.

		Percent of days with ≥2 rapid-acting insulin dose, mean (SD)b				59.24752475/90 *100 = 65.83058306 round to 65.8. SD is 27.38168018 /90 * 100 = 30.42408909 rounds to 30.4.				66.4146341463415 /90 * 100 is  73.79403794 rounded is 73.8.  SD of  24.2486861600336 /90 * 100  = 26.942984622 rounds to 26.9

		Glucose readings/day, mean (SD)				5869.933993/90 = 65.22148882 roundsto 65.2.  SD is 1900.773665 / 90 =21.11970739 rounds to 21.1				 6108.46341463415  / 90 is 67.8718157222 rounding to 67.9.  SD of  1982.03587376164 /90 is 22.0226208222 rounded is 22.0





FIGX 300 A1C and GMI

				Baseline
 A1C
(N=303)		3 Month
 GMI
(N=299)		6 Month
 GMI
(N=293)		12 Month
 GMI
(N=303)

				8.809570957		7.419119301		7.499703239		7.516174737		mean		EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

				0.201112757		0.095765232		0.101863127		0.10252019		1/2 CI width

				Paired Stats 365		Paired Stats 090		Paired Stats 180		Paired Stats 365













																								Check p-value in graph









































































0.201112757	9.5765232000000006E-2	0.101863127	0.10252019	0	0.201112757	9.5765232000000006E-2	0.101863127	0.10252019	0	Baseline
 A1C	
(N=303)	3 Month
 GMI	
(N=299)	6 Month
 GMI	
(N=293)	12 Month
 GMI	
(N=303)	8.809570957	7.4191193010000003	7.4997032389999996	7.5161747370000001	

Percent







Baseline A1C	

0.32699999999999996	0.20900000000000052	0.32699999999999996	0.20999999999999996	Baseline A1C ≥8%
(N=76)	Baseline A1C 	<	8%
(N=26)	9.7370000000000001	7.1769999999999996	6 Month A1C	

0.28299999999999947	0.32099999999999973	0.28200000000000092	0.32200000000000006	Baseline A1C ≥8%
(N=76)	Baseline A1C 	<	8%
(N=26)	8.2680000000000007	7.1040000000000001	

Percent









Baseline A1C	

0.69400000000000084	0.36999999999999922	0.69399999999999906	0.36999999999999922	T1D
(N=13)	T2D
(N=89)	9.0229999999999997	9.093	6 Month A1C	

0.57900000000000063	0.26999999999999957	0.58000000000000007	0.27000000000000046	T1D
(N=13)	T2D
(N=89)	8.2850000000000001	7.9260000000000002	

Percent











300-by baseline A1C



												EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

						Baseline A1C ≥8%
(N=194)		Baseline A1C <8%
(N=109)		 '≥' +CI		<' +CI		≥' -CI		<' -CI		 '≥' lower CI		≥' upper CI		 '<' lower CI		<' upper CI

				Baseline A1C		9.738659794		7.155963303		0.217351729		0.110577003		0.217351729		0.110577004		9.521308065		9.956011523		7.045386299		7.266540306

				12 Month GMI		7.718553812		7.155977118		0.134017739		0.131777779		0.134017739		0.131777778		7.584536073		7.852571551		7.02419934		7.287754897

																Jtchecks		9.521308065		9.956011523		7.045386299		7.266540306

																Jtchecks		7.584536073		7.852571551		7.02419934		7.287754897

				Baseline A1C		High Starting HbA1c Stats 365: A1C mean		Low Starting HbA1c Stats 365: A1C mean										High Starting HbA1c Stats 365: A1C L95%CI mean		High Starting HbA1c Stats 365: A1C H95%CI mean		Low Starting HbA1c Stats 365: A1C L95%CI mean		Low Starting HbA1c Stats 365: A1C H95%CI mean

				12 Month GMI		High Starting HbA1c Stats 365: GMI mean		Low Starting HbA1c Stats 365: GMI mean										High Starting HbA1c Stats 365: GMI L95%CI mean		High Starting HbA1c Stats 365: GMI H95%CI mean		Low Starting HbA1c Stats 365: GMI L95%CI mean		Low Starting HbA1c Stats 365: GMI H95%CI mean







																														Check p-value in graph















































Baseline A1C	

0.21735172900000066	0.11057700299999951	0.21735172900000066	0.11057700400000048	Baseline A1C ≥8%
(N=194)	Baseline A1C 	<	8%
(N=109)	9.7386597940000001	7.1559633030000001	12 Month GMI	

0.13401773899999991	0.13177777900000009	0.13401773899999991	0.13177777800000001	Baseline A1C ≥8%
(N=194)	Baseline A1C 	<	8%
(N=109)	7.7185538119999997	7.155977118	

Percent
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300-by Correction



												EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

						Correction Insulin
Experience
at Baseline
(N=89)		No Correction Insulin
Experience
at Baseline 
(N=147)		 '≥' +CI		<' +CI		≥' -CI		<' -CI		 '≥' lower CI		≥' upper CI		 '<' lower CI		<' upper CI

				Baseline A1C		8.541573034		9.156462585		0.319792874		0.304358276		0.319792875		0.304358276		8.221780159		8.861365908		8.852104309		9.460820861

				12 Month GMI		7.672798008		7.44342646		0.1983186		0.143063905		0.1983186		0.143063905		7.474479408		7.871116608		7.300362555		7.586490365

																Jtchecks		8.221780159		8.861365908		8.852104309		9.460820861

																Jtchecks		7.474479408		7.871116608		7.300362555		7.586490365

				Baseline A1C		Correction Experienced 365: A1C mean		NO Correction Experience 365: A1C mean										Correction Experienced 365: A1C L95%CI mean		Correction Experienced 365: A1C H95%CI mean		NO Correction Experienced 365: A1C L95%CI mean		NO Correction Experienced 365: A1C H95%CI mean

				12 Month GMI		Correction Experience 365: GMI mean		NO Correction Experience 365: GMI mean										Correction Experienced 365: GMI L95%CI mean		Correction Experienced 365: GMI H95%CI mean		NO Correction Experienced 365: GMI L95%CI mean		NO Correction Experienced 365: GMI H95%CI mean







																														Check p-value in graph















































Baseline A1C	

0.31979287399999912	0.30435827600000032	0.31979287500000098	0.30435827600000032	Correction Insulin
Experience	
at Baseline
(N=89)	No Correction Insulin
Experience	
at Baseline 
(N=147)	8.5415730340000007	9.1564625849999999	12 Month GMI	

0.19831860000000034	0.14306390499999999	0.19831860000000034	0.14306390499999999	Correction Insulin
Experience	
at Baseline
(N=89)	No Correction Insulin
Experience	
at Baseline 
(N=147)	7.672798008	7.4434264600000004	

Percent
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300-by AGE



												EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

						≥65 Years of Age
(N=165)		<65 Years of Age 
(N=138)		 '≥' +CI		<' +CI		≥' -CI		<' -CI		 '≥' lower CI		≥' upper CI		 '<' lower CI		<' upper CI

				Baseline A1C		8.635757576		9.017391304		0.265192345		0.304762151		0.265192346		0.30476215		8.37056523		8.900949921		8.712629154		9.322153455

				12 Month GMI		7.473050022		7.567736897		0.123928909		0.169562973		0.12392891		0.169562972		7.349121112		7.596978931		7.398173925		7.73729987

																Jtchecks		8.37056523		8.900949921		8.712629154		9.322153455

																Jtchecks		7.349121112		7.596978931		7.398173925		7.73729987

				Baseline A1C		≥65
 365: A1C mean		<65
 365: A1C mean										≥65
 365: A1C L95%CI mean		≥65
 365: A1C H95%CI mean		< 65
 365: A1C L95%CI mean		<65
 365: A1C H95%CI mean

				12 Month GMI		≥65
 365: GMI mean		<65
 365: GMI mean										≥65
 365: GMI L95%CI mean		≥65
 365: GMI H95%CI mean		< 65
 365: GMI L95%CI mean		<65
 365: GMI H95%CI mean























































Baseline A1C	

0.26519234500000088	0.30476215100000026	0.26519234599999919	0.30476215000000018	≥65 Years of Age
(N=165)	<	65 Years of Age 
(N=138)	8.6357575759999996	9.0173913040000002	12 Month GMI	

0.12392890899999998	0.16956297300000056	0.12392891000000006	0.16956297199999959	≥65 Years of Age
(N=165)	<	65 Years of Age 
(N=138)	7.4730500219999998	7.5677368969999996	

Percent
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300-by CGM



												EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

						CGM Experience
at Baseline
(N=204)		No CGM Experience
at Baseline 
(N=92)		 'Y' +CI		N' +CI		Y' -CI		N' -CI		 'Y' lower CI		Y' upper CI		 'N' lower CI		N' upper CI

				Baseline A1C		8.779901961		8.966304348		0.24233987		0.379211012		0.242339871		0.379211012		8.53756209		9.022241831		8.587093336		9.34551536

				12 Month GMI		7.563142509		7.415524569		0.124110494		0.189586861		0.124110493		0.189586862		7.439032016		7.687253003		7.225937707		7.60511143

																Jtchecks		8.53756209		9.022241831		8.587093336		9.34551536

																Jtchecks		7.439032016		7.687253003		7.225937707		7.60511143

				Baseline A1C		CGM Experienced 365: A1C mean		NOT CGM Experienced 365: A1C mean										CGM Experienced 365: A1C L95%CI mean		CGM Experienced 365: A1C H95%CI mean		NOT CGM Experienced 365: A1C L95%CI mean		NOT CGM Experienced 365: A1C H95%CI mean

				12 Month GMI		CGM Experienced 365: GMI mean		NOT CGM Experienced 365: GMI mean										CGM Experienced 365: GMI L95%CI mean		CGM Experienced 365: GMI H95%CI mean		NOT CGM Experienced 365: GMI L95%CI mean		NOT CGM Experienced 365: GMI H95%CI mean























































Baseline A1C	

0.24233987000000035	0.37921101200000074	0.24233987100000043	0.37921101199999896	CGM Experience
at Baseline	
(N=204)	No CGM Experience
at Baseline 	
(N=92)	8.7799019610000002	8.9663043479999995	12 Month GMI	

0.12411049399999996	0.18958686100000044	0.12411049300000077	0.18958686199999963	CGM Experience
at Baseline	
(N=204)	No CGM Experience
at Baseline 	
(N=92)	7.5631425090000004	7.4155245689999996	

Percent
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Table 1 Demo

																		EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

				Table 1: Demographics				Total (N=303)		T2D (N=262)		T1D (N=41)				N		Use the variables below from each of the 'paired stats 365', 'type 2 stats 365' and 'type 1 stats 365', 'New To Insulin Y 365' and 'NOT CGM Experienced 365' and 'New To Correction Y 365' tabs

				Age, mean (SD)				63.7 (12.2)		64.6 (11.4)		57.9 (15.4)								age		mean (std) from rows 6 and 7		 rounded to 1 decimal

				Type 2 diabetes, n (%)				262 (86.5)		262 (100)		0 (0)								diabetes		count		count' is divided by 303, 262, 303, respective; round to nearest decimal

				New to Insulin, n (%)a				14 (4.9)														count		count' is divided by 287; round to nearest decimal

				New to CGM, n (%)b				92 (31.1)														count		count' is divided by 296; round to nearest decimal

				New to corrections, n (%)c				147 (62.3)														count		count' is divided by 236; round to nearest decimal

				Baseline A1C, mean (SD)				8.8 (1.8)		8.8 (1.7)		8.8 (2.2)								A1c		mean (std) from rows 6 and 7		 rounded to 1 decimal

				a16 missing new to insulin status; b7 missing CGM status; c67 missing new to corrections status











Table 2 AGP and Use

																EN136runlog231008RUN2312051YEAR				Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo												calculation for total mean		calculation for total std						calculation for T2D mean								calculation for T1D mean

		Table 2: Sensor and Use Parameters in 12 Month Period														Use mean and standard devation columns for the variables below from each of the 'paired stats 365', 'type 2 stats 365' and 'type 1 stats 365' tabs

						Total (N=303)		T2D (N=262)		T1D (N=41)				N				Use 'Count' at the top of each tab

		Change of estimated A1C (GMI) from baseline A1C (%), mean (SD)				-1.3 (1.7)a		-1.4 (1.7)a		- 0.8 (1.8)a								GMItoA1Cdiff365		mean (std) from rows 6 and 7		rounded to 1 decimal

		Glucose Management Indicator (GMI), mean (SD)				7.5 (0.9)		7.4 (0.9)		8.0 (1.0)								GMI365		mean (std) from rows 6 and 7		rounded to 1 decimal

		Average glucose (mg/dL), mean (SD)				175.8 (38.1)		172.7 (36.6)		195.7 (41.4)								glucoseMean365		mean (std) from rows 6 and 7		rounded to 1 decimal

		Coefficient of variation, mean (SD)				31.9 (6.7)		31.0 (6.4)		37.4 (5.6)								glucoseCV365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

		Percent Sensor time in ranges:

				70-180 mg/dL, mean (SD)		59.3 (22.3)		61.3 (22.1)		46.3 (19.0)								inRange365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

				>180 mg/dL, mean (SD)		39.3 (22.5)		37.4 (22.4)		50.8 (20.0)								aboveRange365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

				>250 mg/dL, mean (SD)		14.4 (15.7)		12.8 (14.8)		24.4 (17.7)								veryHigh365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

				<70 mg/dL, mean (SD) 		1.5 (2.0)		1.2 (1.7)		2.9 (3.0)								belowRange365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

				<54 mg/dL, mean (SD)		0.2 (0.4)		0.1 (0.2)		0.5 (1.0)								veryLow365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

		Percent of days of System use, mean (SD)b				95.5 (9.3)		95.1 (9.7)		97.7 (5.6)								USEDAY365		mean (std) from rows 6 and 7		each value is divided by 90, multiplied by 100 and rounded to 1 decimal										83.11270983		11.41899803		92.3		12.7		83.29428571		11.42644203		92.5		12.7		82.1641791		11.41848185		91.3		12.7

		Percent of days with a long-acting insulin dose, mean (SD)b				72.7 (29.6)		71.4 (30.2)		80.5 (23.9)								one_LA365		mean (std) from rows 6 and 7		each value is divided by 90, multiplied by 100 and rounded to 1 decimal										66.65707434		23.77468159		74.1		26.4		66.86285714		23.72281537		74.3		26.4		65.58208955		24.19563525		72.9		26.9

		Percent of days with ≥2 rapid-acting insulin dose, mean (SD)b				65.8 (30.4)		64.6 (30.8)		73.8 (26.9)								two_RA365		mean (std) from rows 6 and 7		each value is divided by 90, multiplied by 100 and rounded to 1 decimal										75.47482014		18.34013474		83.9		20.4		75.55428571		18.57907044		83.9		20.6		75.05970149		17.16398678		83.4		19.1

		Glucose readings/day, mean (SD)				65.2 (21.1)		64.8 (21.0)		67.9 (22.0)								GlucoseCount365		mean (std) from rows 6 and 7		each value is divided by 90 and rounded to 1 decimal										5751.788969		1967.476473		63.9		21.9		5758.191429		1953.700942		64.0		21.7		5718.343284		2052.776985		63.5		22.8

		aIndicates statistically significant difference of 12-month period result from baseline (P<0.001)
bParameter is expressed as a percentage, using the 90 day analysis period as the denominator 










FIGX 300 A1C and GMI (DH)

				Baseline
 A1C
(N=303)		3 Month
 GMI
(N=299)		6 Month
 GMI
(N=293)		12 Month
 GMI
(N=303)																		DH Comments for verification and review.

				8.809570957		7.419119301		7.499703239		7.516174737		mean		Copy of EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

				0.201112757		0.095765232		0.101863127		0.10252019		1/2 CI width																Column B A1C:		Column C 3 Month GMI:		Column D 6 Month GMI:		Column E 12 Month GMI:

				Paired Stats 365		Paired Stats 090		Paired Stats 180		Paired Stats 365																		Verified N for A1C to be correct.  DH 03/21/2024.		Verified N for GMI 3 Month to be correct.  DH 03/21/2024.		Verified N for GMI 6 Month to be correct.  DH 03/21/2024.		Verified N for GMI 12 Month to be correct.  DH 03/21/2024.

																												Rows 2 and 3 A1C: Verified Numbers to be correct per datasets in reference link.  Debra Harville (DH) 03/21/2024. Note rounding conventions used for this number.		Rows 2 and 3 GMI 3 Month: Verified Numbers to be correct per datasets in reference link.  Debra Harville (DH) 03/21/2024. Note rounding conventions used for this number.		Rows 2 and 3 GMI 6 Month: Verified Numbers to be correct per datasets in reference link.  Debra Harville (DH) 03/21/2024. Note rounding conventions used for this number.		Rows 2 and 3 GMI 12 Month: Verified Numbers to be correct per datasets in reference link.  Debra Harville (DH) 03/21/2024. Note rounding conventions used for this number.











																								Check p-value in graph				PValue Check in graphs - DH verification/comments: Basline graph; confirmed CI lower and upper value in Baseline A1C to be correct as represented in graph values.    DH 03/21/2024.

																												PValue Check in graphs - DH verification/comments: 3 Month  graph; confirmed CI lower and upper value in 3 Month GMI to be correct as represented in graph values.  DH 03/21/2024.

																												PValue Check in graphs - DH verification/comments: 6 Month graph; confirmed CI lower and upper value in 6 Month GMI to be correct as represented in graph values.  DH 03/21/2024.

																												PValue Check in graphs - DH verification/comments: 12  Month graph; confirmed CI lower and upper value in 12 Month GMI to be correct as represented in graph values.   In addition, confirmed PValue to be correct per Data Science source and data represented in calculation of PValue.  DH 03/21/2024.































































																														PValue Check in graph  T1D N=13 - DH verification/comments: confirmed CI lower and upper value in Baseline A1C  and 6 Month A1c to be correct as represented in graph values.  DH 03/21/2024.

																														PValue Check in graph  T2D N=89 - DH verification/comments: confirmed CI lower and upper value in Baseline A1C  and 6 Month A1c to be correct as represented in graph values.  DH 03/21/2024.

																														PValue Check in graphs N=76  Baseline A1C > = 8% - DH verification/comments: confirmed CI lower and upper value in A1C to be correct for Baseline and 6 Months as represented in graph values.  DH 03/21/2024.

																														PValue Check in graphs N=26  Baseline A1C < 8% - DH verification/comments: confirmed CI lower and upper value in A1C to be correct for Baseline and 6 Months as represented in graph values.  DH 03/21/2024.





0.201112757	9.5765232000000006E-2	0.101863127	0.10252019	0	0.201112757	9.5765232000000006E-2	0.101863127	0.10252019	0	Baseline
 A1C	
(N=303)	3 Month
 GMI	
(N=299)	6 Month
 GMI	
(N=293)	12 Month
 GMI	
(N=303)	8.809570957	7.4191193010000003	7.4997032389999996	7.5161747370000001	

Percent







Baseline A1C	

0.32699999999999996	0.20900000000000052	0.32699999999999996	0.20999999999999996	Baseline A1C ≥8%
(N=76)	Baseline A1C 	<	8%
(N=26)	9.7370000000000001	7.1769999999999996	6 Month A1C	

0.28299999999999947	0.32099999999999973	0.28200000000000092	0.32200000000000006	Baseline A1C ≥8%
(N=76)	Baseline A1C 	<	8%
(N=26)	8.2680000000000007	7.1040000000000001	

Percent









Baseline A1C	

0.69400000000000084	0.36999999999999922	0.69399999999999906	0.36999999999999922	T1D
(N=13)	T2D
(N=89)	9.0229999999999997	9.093	6 Month A1C	

0.57900000000000063	0.26999999999999957	0.58000000000000007	0.27000000000000046	T1D
(N=13)	T2D
(N=89)	8.2850000000000001	7.9260000000000002	

Percent











300-by Correction (DH)



												Copy of EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

						DH -Verified N of 89 and N of 147 to be correction for both Correction Insulin and No Correction Insulin numbers per Data Science source data of EN136runlog231008RUN2312051YEAR.  DH 03/26/2024.

						Correction Insulin
Experience
at Baseline
(N=89)		No Correction Insulin
Experience
at Baseline 
(N=147)		 '≥' +CI		<' +CI		≥' -CI		<' -CI		 '≥' lower CI		≥' upper CI		 '<' lower CI		<' upper CI

				Baseline A1C		8.541573034		9.156462585		0.319792874		0.304358276		0.319792875		0.304358276		8.221780159		8.861365908		8.852104309		9.460820861

				12 Month GMI		7.672798008		7.44342646		0.1983186		0.143063905		0.1983186		0.143063905		7.474479408		7.871116608		7.300362555		7.586490365

				DH check: Numbers verified to be correct for both Baseline A1C's Correction Insulin and No Correction Insulin. DH 03/26/2024 		8.541573034		9.156462585								Jtchecks		8.221780159		8.861365908		8.852104309		9.460820861

				DH check: Numbers verified to be correct for both 12 Month GMI Correction Insulin and No Correction Insulin. DH 03/26/2024 		7.672798008		7.4434264599								Jtchecks		7.474479408		7.871116608		7.300362555		7.586490365

																DH checks		8.221780159		8.861365908		8.852104309		9.460820861		DH - Note performed numberic checks per formula and confirm with Data Science source dataset to verify numbers in rows 8 and 9 for lower and upper CI's are verfieid to be correct.  DH 03/26/2024.

																DH checks		7.474479408		7.871116608		7.300362555		7.586490365		DH - Note performed numberic checks per formula and confirm with Data Science source dataset to verify numbers in rows 8 and 9 for lower and upper CI's are verfieid to be correct.  DH 03/26/2024.

				Baseline A1C		Correction Experienced 365: A1C mean		NO Correction Experience 365: A1C mean										Correction Experienced 365: A1C L95%CI mean		Correction Experienced 365: A1C H95%CI mean		NO Correction Experienced 365: A1C L95%CI mean		NO Correction Experienced 365: A1C H95%CI mean

				12 Month GMI		Correction Experience 365: GMI mean		NO Correction Experience 365: GMI mean										Correction Experienced 365: GMI L95%CI mean		Correction Experienced 365: GMI H95%CI mean		NO Correction Experienced 365: GMI L95%CI mean		NO Correction Experienced 365: GMI H95%CI mean







																														Check p-value in graph





																														DH checks for P-value in graph N=89 Correction Insulin (8.5 percent):  Verified P -value to be correct for CI intervals for upper and lower CI's.  DH 03/28/2024.

																														DH checks for P-value in graph N=89 Correction Insulin (7.7 percent):  Verified P -value to be correct for CI intervals for upper and lower CI's.  DH 03/28/2024.

																														DH checks for P-value in graph N=147 Correction Insulin (9.2 percent):  Verified P -value to be correct for CI intervals for upper and lower CI's.  DH 03/28/2024.

																														DH checks for P-value in graph N=147 Correction Insulin (7.4  percent):  Verified P -value to be correct for CI intervals for upper and lower CI's.  DH 03/28/2024.



































Baseline A1C	

0.31979287399999912	0.30435827600000032	0.31979287500000098	0.30435827600000032	Correction Insulin
Experience	
at Baseline
(N=89)	No Correction Insulin
Experience	
at Baseline 
(N=147)	8.5415730340000007	9.1564625849999999	12 Month GMI	

0.19831860000000034	0.14306390499999999	0.19831860000000034	0.14306390499999999	Correction Insulin
Experience	
at Baseline
(N=89)	No Correction Insulin
Experience	
at Baseline 
(N=147)	7.672798008	7.4434264600000004	

Percent
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300-by baseline A1C (DH)



												Copy of EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

						Baseline A1C ≥8%
(N=194)		Baseline A1C <8%
(N=109)		 '≥' +CI		<' +CI		≥' -CI		<' -CI		 '≥' lower CI		≥' upper CI		 '<' lower CI		<' upper CI

				Baseline A1C		9.738659794		7.155963303		0.217351729		0.110577003		0.217351729		0.110577004		9.521308065		9.956011523		7.045386299		7.266540306

				12 Month GMI		7.718553812		7.155977118		0.134017739		0.131777779		0.134017739		0.131777778		7.584536073		7.852571551		7.02419934		7.287754897

		Verified Basline A1C for both N=194 and N=109  be correct per Data Science source identified in link .  DH 03/21/2024.				Verified Basline A1C  number in columns C and D to be correct per Data Science source identified in link .  DH 03/21/2024.										Jtchecks		9.521308065		9.956011523		7.045386299		7.266540306

		Verified12 GMI Month N  numbers for both N=194 and N=109 to be correct per Data Science source identified in link .  DH 03/21/2024.				Verified 12 Month GMI numbers in columns C and D to be correcttper Data Science source identified in link .  DH 03/21/2024.										Jtchecks		7.584536073		7.852571551		7.02419934		7.287754897

																DH verification		Verified   '≥' lower CI row 5, column I to be correct.  DH 03/21/2024.		Verified   '≥'upper CI row 5, column J to be correct.  DH 03/21/2024.		Verified   '<' lower CI row 5, column K to b e correct.  DH 03/21/2024.		Verified   '<'upper CI row 5, column L to be correct.  DH 03/21/2024.

																DH verification		Verified   '≥' lower CI row 6, column I to be correct.  DH 03/21/2024.		Verified   '≥' upper CI row 6, column J to be correct.  DH 03/21/2024.		Verified   '<' lower CI row 6, column K to be correct.  DH 03/21/2024.		Verified   '<'upper CI row 6, column L to be correct.  DH 03/21/2024.

				Baseline A1C		High Starting HbA1c Stats 365: A1C mean		Low Starting HbA1c Stats 365: A1C mean										High Starting HbA1c Stats 365: A1C L95%CI mean		High Starting HbA1c Stats 365: A1C H95%CI mean		Low Starting HbA1c Stats 365: A1C L95%CI mean		Low Starting HbA1c Stats 365: A1C H95%CI mean

				12 Month GMI		High Starting HbA1c Stats 365: GMI mean		Low Starting HbA1c Stats 365: GMI mean										High Starting HbA1c Stats 365: GMI L95%CI mean		High Starting HbA1c Stats 365: GMI H95%CI mean		Low Starting HbA1c Stats 365: GMI L95%CI mean		Low Starting HbA1c Stats 365: GMI H95%CI mean										<







																														Check p-value in graph

																														N=194 - Verified in graph P-Values to be correct (upper and lower range ) for 9.7 Baseline A1C of > = 8%.  DH 03/21/2024.

																														N=194  Verified in graph P-Values to be correct (upper and lower range ) for 7.7 Baseline 12 Month GMI of > = 8%.  DH 03/21/2024.

																														N=109 - Verified in graph P-Values to be correct (upper and lower range ) for 7.2 Baseline A1C of  < 8%.  DH 03/21/2024.

																														N=109 Verified in graph P-Values to be correct (upper and lower range ) for 7.7 Baseline 12 Month GMI of  <8%.  DH 03/21/2024.







































Baseline A1C	

0.21735172900000066	0.11057700299999951	0.21735172900000066	0.11057700400000048	Baseline A1C ≥8%
(N=194)	Baseline A1C 	<	8%
(N=109)	9.7386597940000001	7.1559633030000001	12 Month GMI	

0.13401773899999991	0.13177777900000009	0.13401773899999991	0.13177777800000001	Baseline A1C ≥8%
(N=194)	Baseline A1C 	<	8%
(N=109)	7.7185538119999997	7.155977118	

Percent









A



300-by AGE (DH)



												Copy of EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

						≥65 Years of Age
(N=165)		<65 Years of Age 
(N=138)		 '≥' +CI		<' +CI		≥' -CI		<' -CI		 '≥' lower CI		≥' upper CI		 '<' lower CI		<' upper CI

				Baseline A1C		8.635757576		9.017391304		0.265192345		0.304762151		0.265192346		0.30476215		8.37056523		8.900949921		8.712629154		9.322153455

				12 Month GMI		7.473050022		7.567736897		0.123928909		0.169562973		0.12392891		0.169562972		7.349121112		7.596978931		7.398173925		7.73729987

				Baseline A1C -Verified N=165 and N=138 to be correct for both ≥65 Years of Age and <65 Years of Age per Data Science Datasets.  DH 03/26/2024												Jtchecks		8.37056523		8.900949921		8.712629154		9.322153455

				12 Month GMI - Verified N=165 and N=138 to be correct for both ≥65 Years of Age and <65 Years of Age per Data  Science Datasets.  DH 03/26/2024												Jtchecks		7.349121112		7.596978931		7.398173925		7.73729987

				DH check: Baseline A1C -Verified numbers to be correct for both ≥65 Years of Age and <65 Years of Age per Data Science Datasets.  DH 03/26/2024		8.63575757575758; rounding conventions agrees with above number.		9.0173913043								DH CHecks:		8.37056523		8.900949921		8.712629154		9.322153455				DH - Note performed numberic checks per formula and confirmed with Data Science source dataset to verify numbers in rows 8 and 9 for lower and upper CI's are verfieid to be correct.  DH 03/26/2024.

				DH check: 12 Month GMI - Verified numbers to be correct for  both ≥65 Years of Age and <65 Years of Age per Data  Science Datasets.  DH 03/26/2024		7.473050022		7.567736897								DH CHecks:		7.349121112		7.596978931		7.398173925		7.73729987				DH - Note performed numberic checks per formula and confirmed with Data Science source dataset to verify numbers in rows 8 and 9 for lower and upper CI's are verfieid to be correct.  DH 03/26/2024.

				Baseline A1C		≥65
 365: A1C mean		<65
 365: A1C mean										≥65
 365: A1C L95%CI mean		≥65
 365: A1C H95%CI mean		< 65
 365: A1C L95%CI mean		<65
 365: A1C H95%CI mean

				12 Month GMI		≥65
 365: GMI mean		<65
 365: GMI mean										≥65
 365: GMI L95%CI mean		≥65
 365: GMI H95%CI mean		< 65
 365: GMI L95%CI mean		<65
 365: GMI H95%CI mean





















																														Check p-value in graph

																														DH checks for P-value in graph N=165 (8.6 percent):  > = to  65, verified upper and lower CI's to be correct per calculated numbers for PValues.  DH 03/28/2024.

																														DH checks for P-value in graph N=165 (7.5 percent): > = to  65, verified upper and lower CI's to be correct per calculated numbers for PValues.  DH 03/28/2024.

																														DH checks for P-value in graph N=138  (9.0 percent):  <65, verified upper and lower CI's to be correct per calculated numbers for PValues. DH 03/28/2024.

																														DH checks for P-value in graph N=138 (7.6percent): <65, verified upper and lower CI's to be correct per calculated numbers for PValues.  DH 03/28/2024.

























Baseline A1C	

0.26519234500000088	0.30476215100000026	0.26519234599999919	0.30476215000000018	≥65 Years of Age
(N=165)	<	65 Years of Age 
(N=138)	8.6357575759999996	9.0173913040000002	12 Month GMI	

0.12392890899999998	0.16956297300000056	0.12392891000000006	0.16956297199999959	≥65 Years of Age
(N=165)	<	65 Years of Age 
(N=138)	7.4730500219999998	7.5677368969999996	

Percent









C



300-by CGM (DH)



		Verified N=204 to be correct per Data Science source dataset 'CGM Experienced 365'  (EN136runlog231008RUN2312051YEAR).  DH 03/26/2024.										Copy of EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

		Verified N=92 to be correct per Data Science source dataset 'Not CGM Experienced 365'  (EN136runlog231008RUN2312051YEAR).  DH 03/26/2024.

						CGM Experience
at Baseline
(N=204)		No CGM Experience
at Baseline 
(N=92)		 'Y' +CI		N' +CI		Y' -CI		N' -CI		 'Y' lower CI		Y' upper CI		 'N' lower CI		N' upper CI

				Baseline A1C		8.779901961		8.966304348		0.24233987		0.379211012		0.242339871		0.379211012		8.53756209		9.022241831		8.587093336		9.34551536

				12 Month GMI		7.563142509		7.415524569		0.124110494		0.189586861		0.124110493		0.189586862		7.439032016		7.687253003		7.225937707		7.60511143

				DH checks		8.779901961		8.966304348		Verified to be correct DH 03/26/2024.						Jtchecks		8.53756209		9.022241831		8.587093336		9.34551536

				DH checks		7.563142509		7.415524569		Verified to be correct DH 03/26/2024.						Jtchecks		7.439032016		7.687253003		7.225937707		7.60511143

																DH checks		8.53756209		9.022241831		8.587093336		9.34551536				Verified the upper and lower CI's to be correct for rows 5 and 6 per Data Science source CGM numbers and per calculations.  DH 03/26/2024.

																DH checks		7.439032016		7.687253003		7.225937707		7.60511143

				Baseline A1C		CGM Experienced 365: A1C mean		NOT CGM Experienced 365: A1C mean										CGM Experienced 365: A1C L95%CI mean		CGM Experienced 365: A1C H95%CI mean		NOT CGM Experienced 365: A1C L95%CI mean		NOT CGM Experienced 365: A1C H95%CI mean

				12 Month GMI		CGM Experienced 365: GMI mean		NOT CGM Experienced 365: GMI mean										CGM Experienced 365: GMI L95%CI mean		CGM Experienced 365: GMI H95%CI mean		NOT CGM Experienced 365: GMI L95%CI mean		NOT CGM Experienced 365: GMI H95%CI mean





















																														Check p-value in graph

																														N=204 - Verified in graph P-Values to be correct (upper and lower range ) for Baseline CGM Experience  graph of 8.8%.  DH 04/04/2024.

																														N=204 Verified in graph P-Values to be correct (upper and lower range ) for Baseline CGM Experience  graph of 7.6%.  DH 04/04/2024.

																														N=92  Verified in graph P-Values to be correct (upper and lower range ) for No CGM Experience  at basline graph of 9.0%. DH 04/04/2024.

																														N=92  Verified in graph P-Values to be correct (upper and lower range ) for No CGM Experience  at basline graph of 7.4%. DH 04/04/2024.

























Baseline A1C	

0.24233987000000035	0.37921101200000074	0.24233987100000043	0.37921101199999896	CGM Experience
at Baseline	
(N=204)	No CGM Experience
at Baseline 	
(N=92)	8.7799019610000002	8.9663043479999995	12 Month GMI	

0.12411049399999996	0.18958686100000044	0.12411049300000077	0.18958686199999963	CGM Experience
at Baseline	
(N=204)	No CGM Experience
at Baseline 	
(N=92)	7.5631425090000004	7.4155245689999996	

Percent









D



Table 1 Demo (DH)

																		Copy of EN136runlog231008RUN2312051YEAR						Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

				Table 1: Demographics				Total (N=303)		T2D (N=262)		T1D (N=41)				N		Use the variables below from each of the 'paired stats 365', 'type 2 stats 365' and 'type 1 stats 365', 'New To Insulin Y 365' and 'NOT CGM Experienced 365' and 'New To Correction Y 365' tabs

				Age, mean (SD)				63.7 (12.2)		64.6 (11.4)		57.9 (15.4)								age		mean (std) from rows 6 and 7		 rounded to 1 decimal

				Type 2 diabetes, n (%)				262 (86.5)		262 (100)		0 (0)								diabetes		count		count' is divided by 303, 262, 303, respective; round to nearest decimal

				New to Insulin, n (%)a				14 (4.9)														count		count' is divided by 287; round to nearest decimal

				New to CGM, n (%)b				92 (31.1)														count		count' is divided by 296; round to nearest decimal

				New to corrections, n (%)c				147 (62.3)														count		count' is divided by 236; round to nearest decimal

				Baseline A1C, mean (SD)				8.8 (1.8)		8.8 (1.7)		8.8 (2.2)								A1c		mean (std) from rows 6 and 7		 rounded to 1 decimal

				a16 missing new to insulin status; b7 missing CGM status; c67 missing new to corrections status

				Verified a16 missing for 'a' (N303 - N273 (New to Insulin N) )= 30.  30 -14 =16.  
Verified  b7 missing for 'b' (N303 - N204 (CGM Experienced) = 211.  211-92=99.  99-92 =7.
Verified  c67 for c' missing for 'b' (N303 - N89 (New To Correction N) = 214.  214 - 147 99 = 67.  DH 04/05/2024.



				DHchecks verifying data to be correct per Data Science source datasets (:EN136runlog231008RUN2312051YEAR), rounding conventions, and required division calculations as stated in this sheet.  DH 03/28/2024.				Total (N=303)		T2D (N=262)		T1D (N=41)

				Age, mean (SD)				63.6794797936861 (12.1923906)		64.57782902 (11.38015044)		57.93880911 (15.43492287) - Verified numbers to be correct per Data Science source/datasets (EN136runlog231008RUN2312051YEAR).  Verified rounding is correct as per numbers in Table 1: Demographics above.  DH 03/26/204.

				Type 2 diabetes, n (%)				262 (0.86468647 rounds to 86.5)		262 (100)		blank correct

				New to Insulin, n (%)a				14( 0.04878049 rounds to 4.9)		blank correct		blank correct

				New to CGM, n (%)b				92 (0.31081081 rounds to 31.1)		blank correct		blank correct

				New to corrections, n (%)c				147 (0.62288136 rounds to 62.3)		blank correct		blank correct

				Baseline A1C, mean (SD)				8.809570957 (1.786096269) numbers round to 8.8 and 1.8)		8.80648855 (1.724556659) numbers round to 8.8 and 1.7)		8.829268293 (2.163127817 - Verified numbers to be correct per Data Science source/datasets (EN136runlog231008RUN2312051YEAR).  Verified rounding is correct as per numbers in Table 1: Demographics above.  DH 03/26/204.

				Verified all N's, 303, 262, and 41 to be correct per Data Science datasets/source  in EN136runlog231008RUN2312051YEAR.  DH 03/28/2024.





Table 2 AGP and Use (DH)

																Copy of EN136runlog231008RUN2312051YEAR				Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo												calculation for total mean		calculation for total std						calculation for T2D mean								calculation for T1D mean

																Use mean and standard devation columns for the variables below from each of the 'paired stats 365', 'type 2 stats 365' and 'type 1 stats 365' tabs

		Table 2: Sensor and Use Parameters in 12 Month Period				Total (N=303)		T2D (N=262)		T1D (N=41)				N				Use 'Count' at the top of each tab

		Change of estimated A1C (GMI) from baseline A1C, mean (SD)				-1.3 (1.7)a		-1.4 (1.7)a		- 0.8 (1.8)a								GMItoA1Cdiff365		mean (std) from rows 6 and 7		rounded to 1 decimal

		Glucose Management Indicator (GMI), mean (SD)				7.5 (0.9)		7.4 (0.9)		8.0 (1.0)								GMI365		mean (std) from rows 6 and 7		rounded to 1 decimal

		Average glucose, mean (SD)				175.8 (38.1)		172.7 (36.6)		195.7 (41.4)								glucoseMean365		mean (std) from rows 6 and 7		rounded to 1 decimal

		Coefficient of variation, mean (SD)				31.9 (6.7)		31.0 (6.4)		37.4 (5.6)								glucoseCV365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

		Percent Sensor time in ranges:

				70-180 mg/dL, mean (SD)		59.3 (22.3)		61.3 (22.1)		46.3 (19.0)								inRange365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

				>180 mg/dL, mean (SD)		39.3 (22.5)		37.4 (22.4)		50.8 (20.0)								aboveRange365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

				>250 mg/dL, mean (SD)		14.4 (15.7)		12.8 (14.8)		24.4 (17.7)								veryHigh365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

				<70 mg/dL, mean (SD) 		1.5 (2.0)		1.2 (1.7)		2.9 (3.0)								belowRange365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

				<54 mg/dL, mean (SD)		0.2 (0.4)		0.1 (0.2)		0.5 (1.0)								veryLow365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

		Percent of days of System use, mean (SD)b				95.5 (9.3)		95.1 (9.7)		97.7 (5.6)								USEDAY365		mean (std) from rows 6 and 7		each value is divided by 90, multiplied by 100 and rounded to 1 decimal										83.11270983		11.41899803		92.3		12.7		83.29428571		11.42644203		92.5		12.7		82.1641791		11.41848185		91.3		12.7

		Percent of days with a long-acting insulin dose, mean (SD)b				72.7 (29.6)		71.4 (30.2)		80.5 (23.9)								one_LA365		mean (std) from rows 6 and 7		each value is divided by 90, multiplied by 100 and rounded to 1 decimal										66.65707434		23.77468159		74.1		26.4		66.86285714		23.72281537		74.3		26.4		65.58208955		24.19563525		72.9		26.9

		Percent of days with ≥2 rapid-acting insulin dose, mean (SD)b				65.8 (30.4)		64.6 (30.8)		73.8 (26.9)								two_RA365		mean (std) from rows 6 and 7		each value is divided by 90, multiplied by 100 and rounded to 1 decimal										75.47482014		18.34013474		83.9		20.4		75.55428571		18.57907044		83.9		20.6		75.05970149		17.16398678		83.4		19.1

		Glucose readings/day, mean (SD)				65.2 (21.1)		64.8 (21.0)		67.9 (22.0)								GlucoseCount365		mean (std) from rows 6 and 7		each value is divided by 90 and rounded to 1 decimal										5751.788969		1967.476473		63.9		21.9		5758.191429		1953.700942		64.0		21.7		5718.343284		2052.776985		63.5		22.8

		aIndicates statistically significant difference of 12-month period result from baseline (P<0.001)
bParameter is expressed as a percentage, using the 90 day analysis period as the denominator 



		DH checks for Table 2 above

		Table 2: Sensor and Use Parameters in 12 Month Period		Total (N=303)		Total (N=303)		T2D (N=262)		T1D (N=41)

		Change of estimated A1C (GMI) from baseline A1C, mean (SD)				1.29339621985114 (1.712127196) numbers round to -1.3 (1.7).		-1.36451 rounds to -1.4. SD is 1.69494 rounds to 1.7		-0.838953641 rounds to -0.8 and SD of 1.772552574 rounds to 1.8						Note: error happened when reveiwing the 3/26/2024 version of  EN136runlog231008RUN2312051YEAR; therefore file now renamed to copy of EN136runlog231008RUN2312051YEAR.  DH 03/28/2024.  Note: No change/revision to original data within the copy of EN136runlog231008RUN2312051YEAR sheet with the exception of correcting the keystroke error that lost part of the GMI365 mean (T2D N=262) GMI365 mean number to it's original number of  7.44197727.

		Glucose Management Indicator (GMI), mean (SD)				7.51617473724457 (0.910488875) numbers round to 7.5 (0.9)		7.441977 rounds to 7.4. SD  of 0.876431170469177  rounds to 0.9		7.990314652 rounds to 8.0 and SD of  0.990114848 rounds to 1.0.

		Average glucose, mean (SD)				175.8434255 (38.06391618) numbers round to 175.8 (38.1)		172.741524653402 rounds to 172.7.  SD 36.6401 rounds to 36.6.		195.665328249909 rounds to 195. 7 and SD of 41.3927612045065 rounds to 41.4.

		Coefficient of variation, mean (SD)				0.318687459 (0.066643307) numbers round to 31.9 (6.7)		0.309958499*100 is 30.9958 rounded to 1 decimal is 31.0.  SD  of 0.064008258 * 100 rounded to 1 decimal is 6.4		0.374467643332291 * 100 37.4467643332291 rounds to 37.4 and SD of  0.055771464116537 *100 is  5.5771464116537 rounds to 5.6.

		Percent Sensor time in ranges:

				70-180 mg/dL, mean (SD)		0.592976941 (0.22255619) numbers round to 59.3 (22.3)		0.613370405055446  * 100 rounded to 1 decimal is  61.3.  SD is 0.220646188  * 100 rounded to 1 decimal is 22.1.		0.462657735205243 rounds 46.3 and SD of 0.19016122329745 rounds to percentage of 19.0

				>180 mg/dL, mean (SD)		0.39251518 (0.225210142) numbers round to 39.3 (22.5)				0.508482033 rounds to percentage of  50.8 and SD of 0.199564452 rounds to percentage of 20.0

				>250 mg/dL, mean (SD)		0.143783775 (0.156918019) numbers round to 14.4 (15.7)				0.243682690341785  rounds to percentage of   24.4  and SD of  0.177042734 rounds to percentage of 17.7

				<70 mg/dL, mean (SD) 		0.014507878 (0.02022745) numbers round to 1.5 (2.0)				0.0288602316604723 rounds to percentage of 2.9  and SD of  0.0299667018217464 rounds to percentage of  3.0 

				<54 mg/dL, mean (SD)		0.001812133 (0.004450673) numbers round to  0.2 (0.4)				0.00537697533857794 rounds to percentage of 0.5  and SD of  0.00976483958197549 rounds to percentage of  0.1..?  Discuss with JT.  Per discussion with JT, agreed with *100 and rounding value to 1.0 for SD.  Verified to be correct after discussion with JT DH 04/05/2024.

		Percent of days of System use, mean (SD)b				85.91419142 / 90 * 100 = 95.46021 rounding to 95.5.  SD is 8.384740353 / 90 * 100 = 9.31637817 rounds 9.3.				87.9512195121951 /90 * 100  and rounded = 97.72358 rounds to 97.7.  SD of  5.07912994277659 /90 * 100 and rounded is 5.643478  5.6.

		Percent of days with a long-acting insulin dose, mean (SD)b				65.38943894 / 90 * 100 = 72.65493 rounds to 72.7.   SD is 26.62245518 /90 * 100 = 29.58050576 rounds to 29.6				72.4634146341463 /90 * 100 and rounded = 80.514905149   so 80.5 verified correct.  SD of  21.4942987335893 /90 * 100 = 23.882554148 rounded 23.9.

		Percent of days with ≥2 rapid-acting insulin dose, mean (SD)b				59.24752475/90 *100 = 65.83058306 round to 65.8. SD is 27.38168018 /90 * 100 = 30.42408909 rounds to 30.4.				66.4146341463415 /90 * 100 is  73.79403794 rounded is 73.8.  SD of  24.2486861600336 /90 * 100  = 26.942984622 rounds to 26.9

		Glucose readings/day, mean (SD)				5869.933993/90 = 65.22148882 roundsto 65.2.  SD is 1900.773665 / 90 =21.11970739 rounds to 21.1				 6108.46341463415  / 90 is 67.8718157222 rounding to 67.9.  SD of  1982.03587376164 /90 is 22.0226208222 rounded is 22.0





FIGX 300 A1C and GMI

				Baseline
 A1C
(N=303)		3 Month
 GMI
(N=299)		6 Month
 GMI
(N=293)		12 Month
 GMI
(N=303)

				8.809570957		7.419119301		7.499703239		7.516174737		mean		EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

				0.201112757		0.095765232		0.101863127		0.10252019		1/2 CI width

				Paired Stats 365		Paired Stats 090		Paired Stats 180		Paired Stats 365













																								Check p-value in graph









































































0.201112757	9.5765232000000006E-2	0.101863127	0.10252019	0	0.201112757	9.5765232000000006E-2	0.101863127	0.10252019	0	Baseline
 A1C	
(N=303)	3 Month
 GMI	
(N=299)	6 Month
 GMI	
(N=293)	12 Month
 GMI	
(N=303)	8.809570957	7.4191193010000003	7.4997032389999996	7.5161747370000001	

Percent







Baseline A1C	

0.32699999999999996	0.20900000000000052	0.32699999999999996	0.20999999999999996	Baseline A1C ≥8%
(N=76)	Baseline A1C 	<	8%
(N=26)	9.7370000000000001	7.1769999999999996	6 Month A1C	

0.28299999999999947	0.32099999999999973	0.28200000000000092	0.32200000000000006	Baseline A1C ≥8%
(N=76)	Baseline A1C 	<	8%
(N=26)	8.2680000000000007	7.1040000000000001	

Percent









Baseline A1C	

0.69400000000000084	0.36999999999999922	0.69399999999999906	0.36999999999999922	T1D
(N=13)	T2D
(N=89)	9.0229999999999997	9.093	6 Month A1C	

0.57900000000000063	0.26999999999999957	0.58000000000000007	0.27000000000000046	T1D
(N=13)	T2D
(N=89)	8.2850000000000001	7.9260000000000002	

Percent











300-by baseline A1C



												EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

						Baseline A1C ≥8%
(N=194)		Baseline A1C <8%
(N=109)		 '≥' +CI		<' +CI		≥' -CI		<' -CI		 '≥' lower CI		≥' upper CI		 '<' lower CI		<' upper CI

				Baseline A1C		9.738659794		7.155963303		0.217351729		0.110577003		0.217351729		0.110577004		9.521308065		9.956011523		7.045386299		7.266540306

				12 Month GMI		7.718553812		7.155977118		0.134017739		0.131777779		0.134017739		0.131777778		7.584536073		7.852571551		7.02419934		7.287754897

																Jtchecks		9.521308065		9.956011523		7.045386299		7.266540306

																Jtchecks		7.584536073		7.852571551		7.02419934		7.287754897

				Baseline A1C		High Starting HbA1c Stats 365: A1C mean		Low Starting HbA1c Stats 365: A1C mean										High Starting HbA1c Stats 365: A1C L95%CI mean		High Starting HbA1c Stats 365: A1C H95%CI mean		Low Starting HbA1c Stats 365: A1C L95%CI mean		Low Starting HbA1c Stats 365: A1C H95%CI mean

				12 Month GMI		High Starting HbA1c Stats 365: GMI mean		Low Starting HbA1c Stats 365: GMI mean										High Starting HbA1c Stats 365: GMI L95%CI mean		High Starting HbA1c Stats 365: GMI H95%CI mean		Low Starting HbA1c Stats 365: GMI L95%CI mean		Low Starting HbA1c Stats 365: GMI H95%CI mean







																														Check p-value in graph















































Baseline A1C	

0.21735172900000066	0.11057700299999951	0.21735172900000066	0.11057700400000048	Baseline A1C ≥8%
(N=194)	Baseline A1C 	<	8%
(N=109)	9.7386597940000001	7.1559633030000001	12 Month GMI	

0.13401773899999991	0.13177777900000009	0.13401773899999991	0.13177777800000001	Baseline A1C ≥8%
(N=194)	Baseline A1C 	<	8%
(N=109)	7.7185538119999997	7.155977118	

Percent









A



300-by Correction



												EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

						Correction Insulin
Experience
at Baseline
(N=89)		No Correction Insulin
Experience
at Baseline 
(N=147)		 '≥' +CI		<' +CI		≥' -CI		<' -CI		 '≥' lower CI		≥' upper CI		 '<' lower CI		<' upper CI

				Baseline A1C		8.541573034		9.156462585		0.319792874		0.304358276		0.319792875		0.304358276		8.221780159		8.861365908		8.852104309		9.460820861

				12 Month GMI		7.672798008		7.44342646		0.1983186		0.143063905		0.1983186		0.143063905		7.474479408		7.871116608		7.300362555		7.586490365

																Jtchecks		8.221780159		8.861365908		8.852104309		9.460820861

																Jtchecks		7.474479408		7.871116608		7.300362555		7.586490365

				Baseline A1C		Correction Experienced 365: A1C mean		NO Correction Experience 365: A1C mean										Correction Experienced 365: A1C L95%CI mean		Correction Experienced 365: A1C H95%CI mean		NO Correction Experienced 365: A1C L95%CI mean		NO Correction Experienced 365: A1C H95%CI mean

				12 Month GMI		Correction Experience 365: GMI mean		NO Correction Experience 365: GMI mean										Correction Experienced 365: GMI L95%CI mean		Correction Experienced 365: GMI H95%CI mean		NO Correction Experienced 365: GMI L95%CI mean		NO Correction Experienced 365: GMI H95%CI mean







																														Check p-value in graph















































Baseline A1C	

0.31979287399999912	0.30435827600000032	0.31979287500000098	0.30435827600000032	Correction Insulin
Experience	
at Baseline
(N=89)	No Correction Insulin
Experience	
at Baseline 
(N=147)	8.5415730340000007	9.1564625849999999	12 Month GMI	

0.19831860000000034	0.14306390499999999	0.19831860000000034	0.14306390499999999	Correction Insulin
Experience	
at Baseline
(N=89)	No Correction Insulin
Experience	
at Baseline 
(N=147)	7.672798008	7.4434264600000004	

Percent









B



300-by AGE



												EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

						≥65 Years of Age
(N=165)		<65 Years of Age 
(N=138)		 '≥' +CI		<' +CI		≥' -CI		<' -CI		 '≥' lower CI		≥' upper CI		 '<' lower CI		<' upper CI

				Baseline A1C		8.635757576		9.017391304		0.265192345		0.304762151		0.265192346		0.30476215		8.37056523		8.900949921		8.712629154		9.322153455

				12 Month GMI		7.473050022		7.567736897		0.123928909		0.169562973		0.12392891		0.169562972		7.349121112		7.596978931		7.398173925		7.73729987

																Jtchecks		8.37056523		8.900949921		8.712629154		9.322153455

																Jtchecks		7.349121112		7.596978931		7.398173925		7.73729987

				Baseline A1C		≥65
 365: A1C mean		<65
 365: A1C mean										≥65
 365: A1C L95%CI mean		≥65
 365: A1C H95%CI mean		< 65
 365: A1C L95%CI mean		<65
 365: A1C H95%CI mean

				12 Month GMI		≥65
 365: GMI mean		<65
 365: GMI mean										≥65
 365: GMI L95%CI mean		≥65
 365: GMI H95%CI mean		< 65
 365: GMI L95%CI mean		<65
 365: GMI H95%CI mean























































Baseline A1C	

0.26519234500000088	0.30476215100000026	0.26519234599999919	0.30476215000000018	≥65 Years of Age
(N=165)	<	65 Years of Age 
(N=138)	8.6357575759999996	9.0173913040000002	12 Month GMI	

0.12392890899999998	0.16956297300000056	0.12392891000000006	0.16956297199999959	≥65 Years of Age
(N=165)	<	65 Years of Age 
(N=138)	7.4730500219999998	7.5677368969999996	

Percent
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300-by CGM



												EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

						CGM Experience
at Baseline
(N=204)		No CGM Experience
at Baseline 
(N=92)		 'Y' +CI		N' +CI		Y' -CI		N' -CI		 'Y' lower CI		Y' upper CI		 'N' lower CI		N' upper CI

				Baseline A1C		8.779901961		8.966304348		0.24233987		0.379211012		0.242339871		0.379211012		8.53756209		9.022241831		8.587093336		9.34551536

				12 Month GMI		7.563142509		7.415524569		0.124110494		0.189586861		0.124110493		0.189586862		7.439032016		7.687253003		7.225937707		7.60511143

																Jtchecks		8.53756209		9.022241831		8.587093336		9.34551536

																Jtchecks		7.439032016		7.687253003		7.225937707		7.60511143

				Baseline A1C		CGM Experienced 365: A1C mean		NOT CGM Experienced 365: A1C mean										CGM Experienced 365: A1C L95%CI mean		CGM Experienced 365: A1C H95%CI mean		NOT CGM Experienced 365: A1C L95%CI mean		NOT CGM Experienced 365: A1C H95%CI mean

				12 Month GMI		CGM Experienced 365: GMI mean		NOT CGM Experienced 365: GMI mean										CGM Experienced 365: GMI L95%CI mean		CGM Experienced 365: GMI H95%CI mean		NOT CGM Experienced 365: GMI L95%CI mean		NOT CGM Experienced 365: GMI H95%CI mean























































Baseline A1C	

0.24233987000000035	0.37921101200000074	0.24233987100000043	0.37921101199999896	CGM Experience
at Baseline	
(N=204)	No CGM Experience
at Baseline 	
(N=92)	8.7799019610000002	8.9663043479999995	12 Month GMI	

0.12411049399999996	0.18958686100000044	0.12411049300000077	0.18958686199999963	CGM Experience
at Baseline	
(N=204)	No CGM Experience
at Baseline 	
(N=92)	7.5631425090000004	7.4155245689999996	

Percent
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Table 1 Demo

				Table 1: Demographics														EN136runlog231008RUN2312051YEAR								Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo

								Total (N=303)		T2D (N=262)		T1D (N=41)				N		Use the variables below from each of the 'paired stats 365', 'type 2 stats 365' and 'type 1 stats 365', 'New To Insulin Y 365' and 'NOT CGM Experienced 365' and 'New To Correction Y 365' tabs

				Age, mean (SD)				63.7 (12.2)		64.6 (11.4)		57.9 (15.4)								age		mean (std) from rows 6 and 7		 rounded to 1 decimal

				Type 2 diabetes, n (%)				262 (86.5)		262 (100)		0 (0)								diabetes		count		count' is divided by 303, 262, 303, respective; round to nearest decimal

				New to Insulin, n (%)a				14 (4.9)														count		count' is divided by 287; round to nearest decimal

				New to CGM, n (%)b				92 (31.1)														count		count' is divided by 296; round to nearest decimal

				New to corrections, n (%)c				147 (62.3)														count		count' is divided by 236; round to nearest decimal

				Baseline A1C, mean (SD)				8.8 (1.8)		8.8 (1.7)		8.8 (2.2)								A1c		mean (std) from rows 6 and 7		 rounded to 1 decimal

				a16 missing new to insulin status; b7 missing CGM status; c67 missing new to corrections status











Table 2 AGP and Use

																EN136runlog231008RUN2312051YEAR				Link: https://bigfootbiomedical.sharepoint.com/:f:/s/ClinicalResearch/EkZxHGt9U9RLiXLVl8NViRAB7p3QqZ5CMycXGuyQFw1_QA?e=xNAiZo												calculation for total mean		calculation for total std						calculation for T2D mean								calculation for T1D mean

		Table 2: Sensor and Use Parameters in 12 Month Period														Use mean and standard devation columns for the variables below from each of the 'paired stats 365', 'type 2 stats 365' and 'type 1 stats 365' tabs

						Total (N=303)		T2D (N=262)		T1D (N=41)				N				Use 'Count' at the top of each tab

		Change of estimated A1C (GMI) from baseline A1C, mean (SD)				-1.3 (1.7)a		-1.4 (1.7)a		- 0.8 (1.8)a								GMItoA1Cdiff365		mean (std) from rows 6 and 7		rounded to 1 decimal

		Glucose Management Indicator (GMI), mean (SD)				7.5 (0.9)		7.4 (0.9)		8.0 (1.0)								GMI365		mean (std) from rows 6 and 7		rounded to 1 decimal

		Average glucose, mean (SD)				175.8 (38.1)		172.7 (36.6)		195.7 (41.4)								glucoseMean365		mean (std) from rows 6 and 7		rounded to 1 decimal

		Coefficient of variation, mean (SD)				31.9 (6.7)		31.0 (6.4)		37.4 (5.6)								glucoseCV365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

		Percent Sensor time in ranges:

				70-180 mg/dL, mean (SD)		59.3 (22.3)		61.3 (22.1)		46.3 (19.0)								inRange365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

				>180 mg/dL, mean (SD)		39.3 (22.5)		37.4 (22.4)		50.8 (20.0)								aboveRange365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

				>250 mg/dL, mean (SD)		14.4 (15.7)		12.8 (14.8)		24.4 (17.7)								veryHigh365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

				<70 mg/dL, mean (SD) 		1.5 (2.0)		1.2 (1.7)		2.9 (3.0)								belowRange365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

				<54 mg/dL, mean (SD)		0.2 (0.4)		0.1 (0.2)		0.5 (1.0)								veryLow365		mean (std) from rows 6 and 7		multiplied by 100 and rounded to 1 decimal

		Percent of days of System use, mean (SD)b				95.5 (9.3)		95.1 (9.7)		97.7 (5.6)								USEDAY365		mean (std) from rows 6 and 7		each value is divided by 90, multiplied by 100 and rounded to 1 decimal										83.11270983		11.41899803		92.3		12.7		83.29428571		11.42644203		92.5		12.7		82.1641791		11.41848185		91.3		12.7

		Percent of days with a long-acting insulin dose, mean (SD)b				72.7 (29.6)		71.4 (30.2)		80.5 (23.9)								one_LA365		mean (std) from rows 6 and 7		each value is divided by 90, multiplied by 100 and rounded to 1 decimal										66.65707434		23.77468159		74.1		26.4		66.86285714		23.72281537		74.3		26.4		65.58208955		24.19563525		72.9		26.9

		Percent of days with ≥2 rapid-acting insulin dose, mean (SD)b				65.8 (30.4)		64.6 (30.8)		73.8 (26.9)								two_RA365		mean (std) from rows 6 and 7		each value is divided by 90, multiplied by 100 and rounded to 1 decimal										75.47482014		18.34013474		83.9		20.4		75.55428571		18.57907044		83.9		20.6		75.05970149		17.16398678		83.4		19.1

		Glucose readings/day, mean (SD)				65.2 (21.1)		64.8 (21.0)		67.9 (22.0)								GlucoseCount365		mean (std) from rows 6 and 7		each value is divided by 90 and rounded to 1 decimal										5751.788969		1967.476473		63.9		21.9		5758.191429		1953.700942		64.0		21.7		5718.343284		2052.776985		63.5		22.8

		aIndicates statistically significant difference of 12-month period result from baseline (P<0.001)
bParameter is expressed as a percentage, using the 90 day analysis period as the denominator 
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