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• The Bigfoot Unity Diabetes Management 
System integrates CGM data from Abbott 
FreeStyle Libre 2 into a smart pen cap and 
mobile app enabling clinician-directed insulin 
dose recommendations and real-time alerts. 

• The objective was to analyze real world 6-
month glycemic control in a prospective 
study for individuals using the System for 
multiple daily insulin injections (MDI).

• BURST is a prospective, single arm study real world study (NCT05088265). We conducted a pre-
specified, 6-month, 100+ person per-protocol analysis. 

• The pre-specified protocol, consent forms, data collections forms and recruitment materials were 
approved by the JAEB Center for Health Research (JCHR) institutional review board (IRB). 

• Participants reported baseline demographics, adverse events and other surveys electronically. Either 
at-home kit or electronic medical record A1C data were collected. De-identified CGM and other 
System data, collected after System initiation, were transferred from the sponsor to JCHR for analysis. 

• The per-protocol cohort included all participants with baseline and 6-month A1C and ≥50% CGM data 
availability at 6 months, reflecting N=102 of 232 in the study.

This study was funded by Abbott

• In the per-protocol cohort, median age was 59 years, ranging from 22 to 82 years; 62% were White non-Hispanic, 87% had T2D and 13% T1D (Table 1).

• There was substantial improvement in glycemic metrics from baseline (prior to System use) to 6 months. Mean A1C decreased from 9.1 ± 1.7% to 8.0 ± 1.2%. Similar 
improvements were seen in mean glucose, time in range 70-180 mg/dL, and time >180 mg/dL, estimated at baseline from the A1C level (Table 2). Improvement was 
evident quickly after initiation of System use as the mean glucose management indicator (GMI) was calculated to be 7.7 ± 1.0% over the first 2 weeks of System use and 
it remained stable through 6 months (7.6 ± 1.0% in month 6). Percent time spent in hypoglycemia (1.0 ± 1.4%) was very low in month 6 (Table 2).

• Table 3 shows that there was significant decrease in total diabetes distress (mean -0.7 points, 95%CI -0.9 to -0.5, P < 0.001) from baseline to 6 months and a 
corresponding rise in hypoglycemia confidence (mean 0.4 points 95%CI 0.2 to 0.5, P < 0.001). Significant improvement in all seven T1-DDS subscales were also observed; 
of particular interest were the drops in powerlessness, management distress and hypoglycemic distress. Mean system usability was 80.7.

• The median number of rapid-acting insulin doses per day was 2.4 and median long-acting doses per week was 6.9 in the 6th month of use. At 6 months, when a long-
acting dose alert was issued, a median of 71% of long-acting dose alerts were followed by a dose within 2 hours of receiving the alert (Table 2).

• Six severe hypoglycemia events in 4 participants (incidence 6.7 events per 100 person years) occurred and were not related to the System; no DKA/severe hyperglycemia 
occurred in the cohort. Six-month data represents 89.9 person-years of use.

• In this cohort, primarily older adults with T2D using MDI, substantial glycemic improvement occurred using 
Bigfoot Unity for 6 months. The 1.1% A1C improvement occurred with little hypoglycemia; the cohort average 
for percent time below range <70 and <54 mg/dL, suggests most were meeting established targets of <4% and 
<1%, respectively.3-5

• Based on the GMI estimate of A1C and comparison with the baseline A1C, there was rapid glycemic 
improvement observed within the first 2 weeks of using Bigfoot Unity which remained stable through month 6.

• Observations of improved glycemic control were coupled with statistically significant improvements in diabetes 
distress and hypoglycemia confidence. For context, the estimated minimally clinically important difference 
(MCID) for the 28-item T1-DDS total score is 0.19 (and e.g., 0.44 for powerlessness and management and 
hypoglycemia distress subscales) in an insulin requiring type 1 diabetes population;6 comparing the observed 
average improvement in Table 3 with the MCIDs suggest that for the majority of participants, there may have 
been clinically meaningful improvement. Furthermore, it is notable that the group was on average above the 
critical T1-DDS threshold at baseline (>2.0), indicating clinically relevant diabetes distress, but then fell below 
that threshold at 6 months.6 Similarly, the average baseline hypoglycemia confidence was below the clinically 
meaningful threshold (<3.0) indicating low confidence but increased above that threshold at 6 months.2

• A median of 6.9 long-acting doses per week in month 6 is encouraging. The average of 1.5 long-acting dose 
alerts/person/week in the 6th month represents between 1-2 potentially forgotten long-acting doses; data that 
71% of such alerts are followed by a dose taken within 2 hours supports good engagement with the System in 
helping participants to remember to take long-acting insulin.

• Occurrences of severe hypoglycemia at 6.7 events per 100 person years are in line with other literature with 
estimates ranging between 7-110 events per 100 person years in insulin requiring diabetes.7,8

• Limitations of this study include the single-arm study design with no concurrent control group and relatively 
small sample size in the per-protocol cohort. The study design also did not include baseline CGM metrics.

1. Polonsky et al. Diabetes Care 2005;28(3):626-31. 2. Polonsky et al. Diabetes Technol Ther 2017;19(2):131-36. 3. 
Battelino T, et al. Diabetes Care 2019;42(8):1593-603. 4. American Diabetes Association. Diabetes Care. 
2023;46(Suppl 1):S97-S110. 5. American Diabetes Association. Diabetes Care. 2023;46(Suppl 1):S216-S229. 6. 
Fisher et al. J Diabetes Complications 2016;30(6):1123-28. 7. UK Hypoglycaemia Study Group. Diabetologia. 
2007;50(6):1140-47. 8. Karges B, et al. JAMA. 2017;318(14):1358-66 9. Beck et al. Journal of Diabetes Science and 
Technology (2019);13(4):614-26.

Results

aData reflect mean (SD); median timing of baseline questionnaire completion was 6 days prior to System 
start. bChange from baseline reflect mean (95% CI). P-values were estimated using a longitudinal linear 
model adjusted for multiplicity using the two-step adaptive Benjamini-Hochberg procedure; 99 participants 
had a baseline or 6-month outcome analyzed in the model estimating change from baseline.

Table 3: Patient Reported Outcomes

Table 1: Patient Characteristics

aFour (4) in the per-protocol cohort were missing baseline surveys. bOther 
race: 1 participant selected Native Hawaiian/Other Pacific Islander and 1 
selected multiple races in the per-protocol cohort.
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Figure 1: Comparison of Baseline A1C to 3- and 6-Month A1C. The median 
timing of baseline A1Cs prior to System start was 16 days. Data represent mean and 95% confidence interval.

• Patient reported outcomes (PRO) included the 28-item Type 1 Diabetes Distress Scale (T1-DDS) and the 
Hypoglycemia Confidence Scale (HCS) at baseline, and 3 and 6 months; scores calculated as described.1,2

• Though T1-DDS was initially developed for T1D, it was deemed the better choice for assessing diabetes 
distress, since the study sample included a mix of adults with T1D and T2D using insulin.

• Serious adverse events were categorized as follows: Severe hypoglycemia (loss of consciousness or 
impairment where assistance was required by a third party); Diabetic ketoacidosis (DKA; reported DKA 
diagnosis from a healthcare facility); Serious hyperglycemia (treated in a healthcare facility other than DKA).

• A longitudinal linear regression model was used to test A1C and PRO change from baseline. An estimate of 
the change from baseline, 95% confidence interval, and p-value were calculated at 3 and 6 months.

Table 2: Glycemic and Use Outcomes (N=102)

aBaseline values were estimated from the baseline A1C value using formulas published in: 
Beck et al.9  bRobust means and standard deviations are reported. cAdjustments made to the 
System recommended insulin dose settings in the 6-month period.
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FIG1 BURST-PP Poster DH

		Baseline A1C
 (N=102)		3 Month A1C
 (N=97)		6 Month A1C
 (N=102)		2 Week GMI
 (N=102)		3 Month GMI
 (N=101)		6 Month GMI
 (N=102)				Burst 6 Month Interim Data Packet 03-05-24.pdf

		9.084		7.984		7.972		7.707		7.611		7.643		Table 9 for A1C; table 12 for GMI

		0.332		0.239		0.244		0.204		0.192		0.193		Use Ryan's output of means and CI to 3 decimal: https://bigfootbiomedical.sharepoint.com/:x:/s/ClinicalResearch/EUN2EAQh589EqmXHNgHKRBEBhjBkuAxLSzB4AFm-ZULWwg?e=NPLZvz 

						Change:
-1.1 (-0.8 to -1.4)

																										Baseline A1C		3 Month A1C		6 Month A1C		2 Week GMI		3 Month GMI		6 Month GMI

																								DH checks:		9.084		7.984		7.972		7.707		7.611		7.643		Verified number to be correct for all columnx M through R, per Ryan's Output as source per hyperlink above.  DH 04/09/2024.

																								DH checks:		0.332		0.239		0.244		0.204		0.192		0.193

																										 UCL 9.416 - 9.084 = 0.332

																										UCL 8.213 - 7.984 = 0.229				John, let's review this value.  JT: How I calculated this was to subtract the lower CI from the upper CI and divide by 2.  DH - Rereview - Upper CI 8.213 - Lower CI  7.736 = 0.477 divided by 2 =0.2385 rounding to 0.239 and agrees/verifies JT's number.  DH 04/10/2024.

																										UCL 8.216 - 7.972 = 0.244

																										UCL 7.911-7.707=0.204

																										UCL 7.803-7.611=0.192

																										UCL 7.835-7.643=0.192







																										John, you are not going to add 'N' for number of each f the  cohorts represented in the bar graphs...?  DH 04/09/2024

																										JT: Please re-review N

																												DH N Checks:

																												Verified Baseline N=102 for Baseline A1C, N=97 for 3Month A1C, and N=102 for 6 Month A1C to be correct per Table 9 HbA1c in Data BURST 6 Month Data Packet 03-05-24. DH 04/10/2024.

																												Verified (1-2 weeks)/2 weeks N=102 GMI, 3 Month GMI N=101, and 6 Month GMI N=102, to be correct per Table 12 in Data BURST 6 Month Data Packet 03-05-24. DH 04/10/2024.























































0.33200000000000002	0.23899999999999999	0.24399999999999999	0.20399999999999999	0.192	0.193	0.33200000000000002	0.23899999999999999	0.24399999999999999	0.20399999999999999	0.192	0.193	Baseline A1C
 (N=102)	3 Month A1C
 (N=97)	6 Month A1C
 (N=102)	2 Week GMI
 (N=102)	3 Month GMI
 (N=101)	6 Month GMI
 (N=102)	9.0839999999999996	7.984	7.9720000000000004	7.7069999999999999	7.6109999999999998	7.6429999999999998	

Percent







A1C

GMI

../../../../../:b:/s/ClinicalResearch/EQMIyrENMUJFoLo0h9kLlu4B_AyFodbF3VotWjeLX73vDg?e=RJfXao

Table 1 Demog BURST ADAPost DH

				Table 1: Participant Characteristics														JT		Notes						DH

				Table 1: Participant Characteristics				Per-Protocol Cohort (N=102)												Burst 6 Month Interim Data Packet 03-05-24.pdf

				Age in years, median (range)				59 (22-82)												Table 1		Debra Harville (DH) Check:  Verified Age in years for  median  and range to be correct per Table1 Age and Timing from Consent to Training from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

				Female, n (%)a				58 (59)												Table 2		DH Check:  Verified Female numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

				Type 2 Diabetes, n (%)​				89 (87)​												Table 2; percent calculated by hand using 102 in the denominator												DH Check:  Verified Female numbers (n/%) to be correct per Table Participant Characteristics from BURST 6 Month Interim Data Pacet 03-05-24.  DH April 9, 2024. JT: I believe my values are correct in looking at the source data packet.		John should 89 (87) be 85 (87)?  DH April 9, 2024.  04/10/2024 - reviewing Table 1 N=89 and (87) would be correct as well in this case (actual number after calculation is 0.8725 which would round to 87 ).  DH 04/10/2024.

				BMI, mean (SD)a				35.1 (8.0)												Table 2		DH Check: Verified BMI  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

				Basal Dose at Baseline (Units), median (quartiles​)				26 (20, 50)												Table 6		DH Check:  Verified Basal Insulin numbers (n/%) to be correct per Table 6 Insulin Settings at Start of Bigfoot Unity from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

				Race/Ethnicity, n (%)a																Table 2; made footnote

						White non-Hispanic		61 (62)														DH Check:  Verified White non-Hispanic  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

						Black/African-American		26 (27)														DH Check:  Verified White Black/African-American  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

						Hispanic or Latino		9 (9)														DH Check:  Verified Hispanic or Latino  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

						Otherb		2 (2)														DH Check:  Verified Other  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

						Prefer not to answer		0 (0)														DH Check:  Verified Prefere not to answer  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

				Duration of Prior CGM Use, n (%)​a																Table 3; made footnote						DH check for FootNotes a and b:						Verified footnotes to be correct per Tables 2 and 3  from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

						No prior CGM use		57 (58)

						Less than 6 months		7 (7)

						6 months - <1 year		5 (5)

						 ≥ 1 year		29 (30)

				aFour (4) in the per-protocol cohort were missing baseline surveys.
bOther race: 1 participant selected Native Hawaiian/Other Pacific Islander and 1 selected multiple races in the per-protocol cohort. 
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Table 2 Overview BURST ADAP DH

														Burst 6 Month Interim Data Packet 03-05-24.pdf				Debra Harville (DH) checks below:

				Table 2: Glycemic and use outcomes (N=102)				Baseline		Month 6				N		put footnote 'a' at top per roy		Baseline		Month 6								For stats (below) use the statistical analysis tab in the 'summary' file and look at pvalue

				A1C (%), mean (SD) 				9.1 (1.7)		8.0 (1.2)				Table 9				Verified: 9.1 (1.7)		Verified 8.0 (1.2) .		Numbers confirmed to be correct per Table 9 from BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH, April 9, 2024.

				Mean Glucose (mg/dL), mean (SD)				216 (47)a 		181 (41)				Table 13 for footnote values, Table 12		Corrected units to mg/dL		Verified: 216 (47)		John, per Month 6 Table 13 numbers are 185 (3) for month 6: JT but month 6 column is derived from Table 12. DH Agree with JT per Table 12 numbers of 181 (41) for 6 Month Mean Glucose values.  DH 04/10/2024.

				Percent Time 70-180 mg/dL, mean (SD) 				33 (25)a  		56 (23) 				Table 13 for footnote values, Table 12				Verified: 33 (25) - (Per Table 13)		Verified 56 (23) (per Table 12)				Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Percent Time >180 mg/dL, mean (SD) 				67 (28)a  		43 (24) 				Table 13 for footnote values, Table 12				Verified: 67 (28) per Table 13		Verified 43 (24) (per Table 12)				Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Glucose Management Indicator (GMI), mean (SD)				-		7.6 (1.0)				table 12				Verified 7.6 (1.0) per Table 12.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Percent Time >250 mg/dL, mean (SD)				-		16 (18)				table 12				Verified 16 (18) per Table 12.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Percent Time <70 mg/dL, mean (SD)b				-		1.0 (1.4)				table 12				Verified  1.0 (1.4) per Table 12.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Percent Time <54 mg/dL, mean (SD)b				-		0.04 (0.14)				table 12				Verified: 0.04 (0.14) per Table 12.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Glucose Coefficient of Variation (%), mean (SD)				-		31 (6)				table 12				Verified: 31 (6) per Table 12.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Daily Rate of Sensor Scans, median (quartiles)				-		5.2 (3.8, 7.9)				table 16				Verified: 5.2 (38, 7.9) per Table 16.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Daily Rate of Rapid-Acting Insulin Doses, median (quartiles)				-		2.4 (1.9, 3.0)				table 16				Verified: 2.4 (1.9, 3.0) per Table 16 Daily rate of bolus doses.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Weekly Rate of Long-Acting Insulin Doses, median (quartiles)				-		6.9 (6.3, 7.0)				table 16				Verified: 6.9 (6.3, 7.0) per Table 16						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Long-Acting Dose Alerts/person/week, median (quartiles)				-		1.5 (0.5, 2.3)				table 16				Verified: 1.5 (0.5, 2.3) per Table 16						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Percent Long-Acting Alerts followed by dose within 2 hours, median (quartiles)				-		71 (50, 100)				table 16				Verified: 71 (50, 100) per Table 16 for % of missed long-acting insulin alerts followed by a long-acting insulin dose within 2 hours.														Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH.

				# Participants with ≥ 1 Rapid-Acting Insulin Dose Adjustments, n (%)c				-		19 (19)				table 16				Verified 19 (19) per Table 16.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				# Participants with ≥ 1 Long-Acting Insulin Dose Adjustments, n (%)c				-		14 (14)				table 16				Verified 14 (14) per Table 16.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				aBaseline values were estimated from the baseline A1C value using formulas published in: Beck et al. (2019) Journal of Diabetes Science and Technology, 13(4), 614-626
bRobust means and standard deviations are reported
cAdjustments made to the System recommended insulin dose settings in the 6-month period														Footnote verifications:
Footnote a: John, same location for this source as what I reference for previous QC?  Please confirm and I'll verify. 
Footnote b: Verified footnote to be correct and reference within table.  As P-Values are not part of this table, footnote also correct to not included P-Value reference as is in BURST 6 Month Interim Data Packet for all numbers re: footnote b reference.  DH April 9, 2024.
Footnote c:  Verbage used for this footnote is not in in Table 16 as a footnote.  However, understanding that this footnote is being used to further clarify recommended dose adjustments.  John, please review and confirm correct/okay as is in this Table.
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Table 3 PRO table  BURST po DH

																		Burst 6 Month Interim Data Packet 03-05-24.pdf

				Table 3: Patient Reported Outcomes				Baseline 		6 Month		Change from Baseline (CI) [p-value]				JT		Table 20										Baseline		6 Month		Change from Basline (CI) (p-value)		Verified Table 3 data to be correct per 2nd pass entry/review in DH checks per Table 20 as per data source of the BURST 6 Month Interim Data Packet 03-05-24,  DH April 9, 2024.

				Diabetes Distress Scale (DDS)				N=91		N=95		N=99												Debra Harville (DH checks:				N=91 		N=95 		N=99 

						Total      		2.4 ± 0.9		1.7 ± 0.6		-0.7 (-0.9, -0.5) [<0.001]																2.4 (0.9)		1.7 (0.6)		-0.7 (-0.9, -0.5) [<0.001]

						Powerlessness 		2.9 ± 1.3		2.0 ± 0.9		-0.9 (-1.1, -0.6) [<0.001]																2.9 (1.3)		2.0 (0.9)		-0.9 (-1.1, -0.6) [<0.001]

						Management Distress 		3.0 ± 1.2		1.7 ± 0.8		-1.3 (-1.5, -1.0) [<0.001]																3.0 (1.2)		1.7 (0.8)		-1.3 (-1.5, -1.0)  [<0.001]

						Hypoglycemia Distress 		2.2 ± 1.3		1.7 ± 0.9		-0.5 (-0.8, -0.3) [<0.001]																2.2 (1.3)		1.7 (0.9)		-0.5 (-0.8), -0.3)[<0.001]

						Negative Social Perceptions 		1.6 ± 0.9		1.4 ± 0.7		-0.2 (-0.4, -0.1) [0.01]																1.6 (0.9)		1.4 (0.7)		-0.2 (-0.4, -0.1) [0.01]

						Eating Distress 		3.0 ± 1.2		2.0 ± 1.0		-1.0 (-1.2, -0.7) [<0.001]																3.0 (1.2)		2.0 (1.0)		-1.0 (-1.2), -0.7)[<0.001]

						Physician Distress 		1.8 ± 1.2		1.3 ± 0.7		-0.5 (-0.8, -0.3) [<0.001]																1.8 (1.2)		1.3 (0.7)		-0.5 (-0.8, -0.3)[<0.001]

						Friend/Family Distress 		1.9 ± 1.2		1.6 ± 0.8		-0.3 (-0.6, -0.1) [0.003]																1.9 (1.2) 		1.6 (0.8)		-0.3 (-0.6,-0.1)[0.003]

				Hypoglycemia Confidence Scale (HCS) 				N=91 		N=95		N=99																N=91 		N=95 		N=99 

						Total 		2.8 ± 0.7 		3.1 ± 0.7 		0.4 (0.2, 0.5) [<0.001] 																2.8 (0.7)		3.1 (0.7)		0.4 (0.2, 0.5)  [<0.001]

				System Usability Scale (SUS)  				- 		N=95		- 																-		N=95 		-

						Total 		- 		80.7 ± 17.3		- 																-		80.7 (17.3)		-

						Data reflect mean ± standard deviation; change from baseline reflect mean (95% CI). The median timing of baseline questionnaire completion was 6 days prior to System start. P-values were estimated using a longitudinal linear model and have been adjusted for multiplicity using the two-step adaptive Benjamini-Hochberg procedure.																				Footnote:		John, the footnote is correct and can be verified per Table 20 footnote source with the following exception:
 1) timing of questionnaire completion is not stated in the Table 20 footnote - I know from review of questionnaire data  completion verses start date of system use,  6 days prior to System start is true but this does not match Table 20 footnote.
2) There are no reference using either letters or numbers to the data within this table above. This would be because all data above is relevant to this footnote I believe. 
												Look at table 10 to confirm the timing.





																																								Yes, the footnote just applies to the whole table.
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FIG1 BURST-PP Poster (2)

		Baseline A1C
 (N=102)		3 Month A1C
 (N=97)		6 Month A1C
 (N=102)		2 Week GMI
 (N=102)		3 Month GMI
 (N=101)		6 Month GMI
 (N=102)				Burst 6 Month Interim Data Packet 03-05-24.pdf

		9.084		7.984		7.972		7.707		7.611		7.643		Table 9 for A1C; table 12 for GMI

		0.332		0.239		0.244		0.204		0.192		0.193		Use Ryan's output of means and CI to 3 decimal: https://bigfootbiomedical.sharepoint.com/:x:/s/ClinicalResearch/EUN2EAQh589EqmXHNgHKRBEBhjBkuAxLSzB4AFm-ZULWwg?e=NPLZvz 

						Change:
-1.1 (-0.8 to -1.4)
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FIG1 BURST-PP Poster

		Baseline A1C
 (N=102)		3 Month A1C
 (N=97)		6 Month A1C
 (N=102)		2 Week GMI
 (N=102)		3 Month GMI
 (N=101)		6 Month GMI
 (N=102)				Burst 6 Month Interim Data Packet 03-05-24.pdf

		9.084		7.984		7.972		7.707		7.611		7.643		Table 9 for A1C; table 12 for GMI

		0.332		0.239		0.244		0.204		0.192		0.193		Use Ryan's output of means and CI to 3 decimal: https://bigfootbiomedical.sharepoint.com/:x:/s/ClinicalResearch/EUN2EAQh589EqmXHNgHKRBEBhjBkuAxLSzB4AFm-ZULWwg?e=NPLZvz 

						Change:
-1.1 (-0.8 to -1.4)
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 (N=97)	6 Month A1C
 (N=102)	2 Week GMI
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Table 1 Demog BURST ADAPoster

				Table 1: Participant Characteristics														JT		Notes						DH

								Per-Protocol Cohort (N=102)												Burst 6 Month Interim Data Packet 03-05-24.pdf

				Age in years, median (range)				59 (22-82)												Table 1

				Female, n (%)a				58 (59)												Table 2

				Type 2 Diabetes, n (%)​				89 (87)​												Table 2; percent calculated by hand using 102 in the denominator

				BMI, mean (SD)a				35.1 (8.0)												Table 2

				Basal Dose at Baseline (Units), median (quartiles​)				26 (20, 50)												Table 6

				Race/Ethnicity, n (%)a																Table 2; made footnote

						White non-Hispanic		61 (62)

						Black/African-American		26 (27)

						Hispanic or Latino		9 (9)

						Otherb		2 (2)

						Prefer not to answer		0 (0)

				Duration of Prior CGM Use, n (%)​a																Table 3; made footnote

						No prior CGM use		57 (58)

						Less than 6 months		7 (7)

						6 months - <1 year		5 (5)

						 ≥ 1 year		29 (30)

				aFour (4) in the per-protocol cohort were missing baseline surveys.
bOther race: 1 participant selected Native Hawaiian/Other Pacific Islander and 1 selected multiple races in the per-protocol cohort. 
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Table 2 Overview BURST ADAPoste

														Burst 6 Month Interim Data Packet 03-05-24.pdf

				Table 2: Glycemic and use outcomes (N=102)				Baseline		Month 6				N		put footnote 'a' at top per roy												For stats (below) use the statistical analysis tab in the 'summary' file and look at pvalue

				A1C (%), mean (SD) 				9.1 (1.7)		8.0 (1.2)				Table 9

				Mean Glucose (mg/dL), mean (SD)				216 (47)a 		181 (41)				Table 13 for footnote values, Table 12		Corrected units to mg/dL

				Percent Time 70-180 mg/dL, mean (SD) 				33 (25)a  		56 (23) 				Table 13 for footnote values, Table 12

				Percent Time >180 mg/dL, mean (SD) 				67 (28)a  		43 (24) 				Table 13 for footnote values, Table 12

				Glucose Management Indicator (GMI), mean (SD)				-		7.6 (1.0)				table 12

				Percent Time >250 mg/dL, mean (SD)				-		16 (18)				table 12

				Percent Time <70 mg/dL, mean (SD)b				-		1.0 (1.4)				table 12

				Percent Time <54 mg/dL, mean (SD)b				-		0.04 (0.14)				table 12

				Glucose Coefficient of Variation (%), mean (SD)				-		31 (6)				table 12

				Daily Rate of Sensor Scans, median (quartiles)				-		5.2 (3.8, 7.9)				table 16

				Daily Rate of Rapid-Acting Insulin Doses, median (quartiles)				-		2.4 (1.9, 3.0)				table 16

				Weekly Rate of Long-Acting Insulin Doses, median (quartiles)				-		6.9 (6.3, 7.0)				table 16

				Long-Acting Dose Alerts/person/week, median (quartiles)				-		1.5 (0.5, 2.3)				table 16

				Percent Long-Acting Alerts followed by dose within 2 hours, median (quartiles)				-		71 (50, 100)				table 16

				# Participants with ≥ 1 Rapid-Acting Insulin Dose Adjustments, n (%)c				-		19 (19)				table 16

				# Participants with ≥ 1 Long-Acting Insulin Dose Adjustments, n (%)c				-		14 (14)				table 16

				aBaseline values were estimated from the baseline A1C value using formulas published in: Beck et al. (2019) Journal of Diabetes Science and Technology, 13(4), 614-626
bRobust means and standard deviations are reported
cAdjustments made to the System recommended insulin dose settings in the 6-month period
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Table 3 PRO table  BURST poster

																		Burst 6 Month Interim Data Packet 03-05-24.pdf

				Table 3: Patient Reported Outcomes				Baseline 		6 Month		Change from Baseline (CI) [p-value]				JT		Table 20

				Diabetes Distress Scale (DDS)				N=91		N=95		N=99

						Total      		2.4 ± 0.9		1.7 ± 0.6		-0.7 (-0.9, -0.5) [<0.001]

						Powerlessness 		2.9 ± 1.3		2.0 ± 0.9		-0.9 (-1.1, -0.6) [<0.001]

						Management Distress 		3.0 ± 1.2		1.7 ± 0.8		-1.3 (-1.5, -1.0) [<0.001]

						Hypoglycemia Distress 		2.2 ± 1.3		1.7 ± 0.9		-0.5 (-0.8, -0.3) [<0.001]

						Negative Social Perceptions 		1.6 ± 0.9		1.4 ± 0.7		-0.2 (-0.4, -0.1) [0.01]

						Eating Distress 		3.0 ± 1.2		2.0 ± 1.0		-1.0 (-1.2, -0.7) [<0.001]

						Physician Distress 		1.8 ± 1.2		1.3 ± 0.7		-0.5 (-0.8, -0.3) [<0.001]

						Friend/Family Distress 		1.9 ± 1.2		1.6 ± 0.8		-0.3 (-0.6, -0.1) [0.003]

				Hypoglycemia Confidence Scale (HCS) 				N=91 		N=95		N=99

						Total 		2.8 ± 0.7 		3.1 ± 0.7 		0.4 (0.2, 0.5) [<0.001] 

				System Usability Scale (SUS)  				- 		N=95		- 

						Total 		- 		80.7 ± 17.3		- 

						Data reflect mean ± standard deviation; change from baseline reflect mean (95% CI). The median timing of baseline questionnaire completion was 6 days prior to System start. P-values were estimated using a longitudinal linear model and have been adjusted for multiplicity using the two-step adaptive Benjamini-Hochberg procedure.
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FIG1 BURST-PP Poster DH

		Baseline A1C
 (N=102)		3 Month A1C
 (N=97)		6 Month A1C
 (N=102)		2 Week GMI
 (N=102)		3 Month GMI
 (N=101)		6 Month GMI
 (N=102)				Burst 6 Month Interim Data Packet 03-05-24.pdf

		9.084		7.984		7.972		7.707		7.611		7.643		Table 9 for A1C; table 12 for GMI

		0.332		0.239		0.244		0.204		0.192		0.193		Use Ryan's output of means and CI to 3 decimal: https://bigfootbiomedical.sharepoint.com/:x:/s/ClinicalResearch/EUN2EAQh589EqmXHNgHKRBEBhjBkuAxLSzB4AFm-ZULWwg?e=NPLZvz 

						Change:
-1.1 (-0.8 to -1.4)

																										Baseline A1C		3 Month A1C		6 Month A1C		2 Week GMI		3 Month GMI		6 Month GMI

																								DH checks:		9.084		7.984		7.972		7.707		7.611		7.643		Verified number to be correct for all columnx M through R, per Ryan's Output as source per hyperlink above.  DH 04/09/2024.

																								DH checks:		0.332		0.239		0.244		0.204		0.192		0.193

																										 UCL 9.416 - 9.084 = 0.332

																										UCL 8.213 - 7.984 = 0.229				John, let's review this value.  JT: How I calculated this was to subtract the lower CI from the upper CI and divide by 2.  DH - Rereview - Upper CI 8.213 - Lower CI  7.736 = 0.477 divided by 2 =0.2385 rounding to 0.239 and agrees/verifies JT's number.  DH 04/10/2024.

																										UCL 8.216 - 7.972 = 0.244

																										UCL 7.911-7.707=0.204

																										UCL 7.803-7.611=0.192

																										UCL 7.835-7.643=0.192







																										John, you are not going to add 'N' for number of each f the  cohorts represented in the bar graphs...?  DH 04/09/2024

																										JT: Please re-review N

																												DH N Checks:

																												Verified Baseline N=102 for Baseline A1C, N=97 for 3Month A1C, and N=102 for 6 Month A1C to be correct per Table 9 HbA1c in Data BURST 6 Month Data Packet 03-05-24. DH 04/10/2024.

																												Verified (1-2 weeks)/2 weeks N=102 GMI, 3 Month GMI N=101, and 6 Month GMI N=102, to be correct per Table 12 in Data BURST 6 Month Data Packet 03-05-24. DH 04/10/2024.
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Table 1 Demog BURST ADAPost DH

				Table 1: Participant Characteristics														JT		Notes						DH

				Table 1: Participant Characteristics				Per-Protocol Cohort (N=102)												Burst 6 Month Interim Data Packet 03-05-24.pdf

				Age in years, median (range)				59 (22-82)												Table 1		Debra Harville (DH) Check:  Verified Age in years for  median  and range to be correct per Table1 Age and Timing from Consent to Training from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

				Female, n (%)a				58 (59)												Table 2		DH Check:  Verified Female numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

				Type 2 Diabetes, n (%)​				89 (87)​												Table 2; percent calculated by hand using 102 in the denominator												DH Check:  Verified Female numbers (n/%) to be correct per Table Participant Characteristics from BURST 6 Month Interim Data Pacet 03-05-24.  DH April 9, 2024. JT: I believe my values are correct in looking at the source data packet.		John should 89 (87) be 85 (87)?  DH April 9, 2024.  04/10/2024 - reviewing Table 1 N=89 and (87) would be correct as well in this case (actual number after calculation is 0.8725 which would round to 87 ).  DH 04/10/2024.

				BMI, mean (SD)a				35.1 (8.0)												Table 2		DH Check: Verified BMI  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

				Basal Dose at Baseline (Units), median (quartiles​)				26 (20, 50)												Table 6		DH Check:  Verified Basal Insulin numbers (n/%) to be correct per Table 6 Insulin Settings at Start of Bigfoot Unity from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

				Race/Ethnicity, n (%)a																Table 2; made footnote

						White non-Hispanic		61 (62)														DH Check:  Verified White non-Hispanic  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

						Black/African-American		26 (27)														DH Check:  Verified White Black/African-American  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

						Hispanic or Latino		9 (9)														DH Check:  Verified Hispanic or Latino  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

						Otherb		2 (2)														DH Check:  Verified Other  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

						Prefer not to answer		0 (0)														DH Check:  Verified Prefere not to answer  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

				Duration of Prior CGM Use, n (%)​a																Table 3; made footnote						DH check for FootNotes a and b:						Verified footnotes to be correct per Tables 2 and 3  from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

						No prior CGM use		57 (58)

						Less than 6 months		7 (7)

						6 months - <1 year		5 (5)

						 ≥ 1 year		29 (30)

				aFour (4) in the per-protocol cohort were missing baseline surveys.
bOther race: 1 participant selected Native Hawaiian/Other Pacific Islander and 1 selected multiple races in the per-protocol cohort. 
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Table 2 Overview BURST ADAP DH

														Burst 6 Month Interim Data Packet 03-05-24.pdf				Debra Harville (DH) checks below:

				Table 2: Glycemic and use outcomes (N=102)				Baseline		Month 6				N		put footnote 'a' at top per roy		Baseline		Month 6								For stats (below) use the statistical analysis tab in the 'summary' file and look at pvalue

				A1C (%), mean (SD) 				9.1 (1.7)		8.0 (1.2)				Table 9				Verified: 9.1 (1.7)		Verified 8.0 (1.2) .		Numbers confirmed to be correct per Table 9 from BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH, April 9, 2024.

				Mean Glucose (mg/dL), mean (SD)				216 (47)a 		181 (41)				Table 13 for footnote values, Table 12		Corrected units to mg/dL		Verified: 216 (47)		John, per Month 6 Table 13 numbers are 185 (3) for month 6: JT but month 6 column is derived from Table 12. DH Agree with JT per Table 12 numbers of 181 (41) for 6 Month Mean Glucose values.  DH 04/10/2024.

				Percent Time 70-180 mg/dL, mean (SD) 				33 (25)a  		56 (23) 				Table 13 for footnote values, Table 12				Verified: 33 (25) - (Per Table 13)		Verified 56 (23) (per Table 12)				Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Percent Time >180 mg/dL, mean (SD) 				67 (28)a  		43 (24) 				Table 13 for footnote values, Table 12				Verified: 67 (28) per Table 13		Verified 43 (24) (per Table 12)				Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Glucose Management Indicator (GMI), mean (SD)				-		7.6 (1.0)				table 12				Verified 7.6 (1.0) per Table 12.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Percent Time >250 mg/dL, mean (SD)				-		16 (18)				table 12				Verified 16 (18) per Table 12.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Percent Time <70 mg/dL, mean (SD)b				-		1.0 (1.4)				table 12				Verified  1.0 (1.4) per Table 12.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Percent Time <54 mg/dL, mean (SD)b				-		0.04 (0.14)				table 12				Verified: 0.04 (0.14) per Table 12.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Glucose Coefficient of Variation (%), mean (SD)				-		31 (6)				table 12				Verified: 31 (6) per Table 12.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Daily Rate of Sensor Scans, median (quartiles)				-		5.2 (3.8, 7.9)				table 16				Verified: 5.2 (38, 7.9) per Table 16.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Daily Rate of Rapid-Acting Insulin Doses, median (quartiles)				-		2.4 (1.9, 3.0)				table 16				Verified: 2.4 (1.9, 3.0) per Table 16 Daily rate of bolus doses.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Weekly Rate of Long-Acting Insulin Doses, median (quartiles)				-		6.9 (6.3, 7.0)				table 16				Verified: 6.9 (6.3, 7.0) per Table 16						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Long-Acting Dose Alerts/person/week, median (quartiles)				-		1.5 (0.5, 2.3)				table 16				Verified: 1.5 (0.5, 2.3) per Table 16						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Percent Long-Acting Alerts followed by dose within 2 hours, median (quartiles)				-		71 (50, 100)				table 16				Verified: 71 (50, 100) per Table 16 for % of missed long-acting insulin alerts followed by a long-acting insulin dose within 2 hours.														Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH.

				# Participants with ≥ 1 Rapid-Acting Insulin Dose Adjustments, n (%)c				-		19 (19)				table 16				Verified 19 (19) per Table 16.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				# Participants with ≥ 1 Long-Acting Insulin Dose Adjustments, n (%)c				-		14 (14)				table 16				Verified 14 (14) per Table 16.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				aBaseline values were estimated from the baseline A1C value using formulas published in: Beck et al. (2019) Journal of Diabetes Science and Technology, 13(4), 614-626
bRobust means and standard deviations are reported
cAdjustments made to the System recommended insulin dose settings in the 6-month period														Footnote verifications:
Footnote a: John, same location for this source as what I reference for previous QC?  Please confirm and I'll verify. 
Footnote b: Verified footnote to be correct and reference within table.  As P-Values are not part of this table, footnote also correct to not included P-Value reference as is in BURST 6 Month Interim Data Packet for all numbers re: footnote b reference.  DH April 9, 2024.
Footnote c:  Verbage used for this footnote is not in in Table 16 as a footnote.  However, understanding that this footnote is being used to further clarify recommended dose adjustments.  John, please review and confirm correct/okay as is in this Table.
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Table 3 PRO table  BURST po DH

																		Burst 6 Month Interim Data Packet 03-05-24.pdf

				Table 3: Patient Reported Outcomes				Baseline 		6 Month		Change from Baseline (CI) [p-value]				JT		Table 20										Baseline		6 Month		Change from Basline (CI) (p-value)		Verified Table 3 data to be correct per 2nd pass entry/review in DH checks per Table 20 as per data source of the BURST 6 Month Interim Data Packet 03-05-24,  DH April 9, 2024.

				Diabetes Distress Scale (DDS)				N=91		N=95		N=99												Debra Harville (DH checks:				N=91 		N=95 		N=99 

						Total      		2.4 ± 0.9		1.7 ± 0.6		-0.7 (-0.9, -0.5) [<0.001]																2.4 (0.9)		1.7 (0.6)		-0.7 (-0.9, -0.5) [<0.001]

						Powerlessness 		2.9 ± 1.3		2.0 ± 0.9		-0.9 (-1.1, -0.6) [<0.001]																2.9 (1.3)		2.0 (0.9)		-0.9 (-1.1, -0.6) [<0.001]

						Management Distress 		3.0 ± 1.2		1.7 ± 0.8		-1.3 (-1.5, -1.0) [<0.001]																3.0 (1.2)		1.7 (0.8)		-1.3 (-1.5, -1.0)  [<0.001]

						Hypoglycemia Distress 		2.2 ± 1.3		1.7 ± 0.9		-0.5 (-0.8, -0.3) [<0.001]																2.2 (1.3)		1.7 (0.9)		-0.5 (-0.8), -0.3)[<0.001]

						Negative Social Perceptions 		1.6 ± 0.9		1.4 ± 0.7		-0.2 (-0.4, -0.1) [0.01]																1.6 (0.9)		1.4 (0.7)		-0.2 (-0.4, -0.1) [0.01]

						Eating Distress 		3.0 ± 1.2		2.0 ± 1.0		-1.0 (-1.2, -0.7) [<0.001]																3.0 (1.2)		2.0 (1.0)		-1.0 (-1.2), -0.7)[<0.001]

						Physician Distress 		1.8 ± 1.2		1.3 ± 0.7		-0.5 (-0.8, -0.3) [<0.001]																1.8 (1.2)		1.3 (0.7)		-0.5 (-0.8, -0.3)[<0.001]

						Friend/Family Distress 		1.9 ± 1.2		1.6 ± 0.8		-0.3 (-0.6, -0.1) [0.003]																1.9 (1.2) 		1.6 (0.8)		-0.3 (-0.6,-0.1)[0.003]

				Hypoglycemia Confidence Scale (HCS) 				N=91 		N=95		N=99																N=91 		N=95 		N=99 

						Total 		2.8 ± 0.7 		3.1 ± 0.7 		0.4 (0.2, 0.5) [<0.001] 																2.8 (0.7)		3.1 (0.7)		0.4 (0.2, 0.5)  [<0.001]

				System Usability Scale (SUS)  				- 		N=95		- 																-		N=95 		-

						Total 		- 		80.7 ± 17.3		- 																-		80.7 (17.3)		-

						Data reflect mean ± standard deviation; change from baseline reflect mean (95% CI). The median timing of baseline questionnaire completion was 6 days prior to System start. P-values were estimated using a longitudinal linear model and have been adjusted for multiplicity using the two-step adaptive Benjamini-Hochberg procedure.																				Footnote:		John, the footnote is correct and can be verified per Table 20 footnote source with the following exception:
 1) timing of questionnaire completion is not stated in the Table 20 footnote - I know from review of questionnaire data  completion verses start date of system use,  6 days prior to System start is true but this does not match Table 20 footnote.
2) There are no reference using either letters or numbers to the data within this table above. This would be because all data above is relevant to this footnote I believe. 
												Look at table 10 to confirm the timing.





																																								Yes, the footnote just applies to the whole table.
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FIG1 BURST-PP Poster (2)

		Baseline A1C
 (N=102)		3 Month A1C
 (N=97)		6 Month A1C
 (N=102)		2 Week GMI
 (N=102)		3 Month GMI
 (N=101)		6 Month GMI
 (N=102)				Burst 6 Month Interim Data Packet 03-05-24.pdf

		9.084		7.984		7.972		7.707		7.611		7.643		Table 9 for A1C; table 12 for GMI

		0.332		0.239		0.244		0.204		0.192		0.193		Use Ryan's output of means and CI to 3 decimal: https://bigfootbiomedical.sharepoint.com/:x:/s/ClinicalResearch/EUN2EAQh589EqmXHNgHKRBEBhjBkuAxLSzB4AFm-ZULWwg?e=NPLZvz 

						Change:
-1.1 (-0.8 to -1.4)

























































































0.33200000000000002	0.23899999999999999	0.24399999999999999	0.20399999999999999	0.192	0.193	0.33200000000000002	0.23899999999999999	0.24399999999999999	0.20399999999999999	0.192	0.193	Baseline A1C
 (N=102)	3 Month A1C
 (N=97)	6 Month A1C
 (N=102)	9.0839999999999996	7.984	7.9720000000000004	

Percent
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FIG1 BURST-PP Poster

		Baseline A1C
 (N=102)		3 Month A1C
 (N=97)		6 Month A1C
 (N=102)		2 Week GMI
 (N=102)		3 Month GMI
 (N=101)		6 Month GMI
 (N=102)				Burst 6 Month Interim Data Packet 03-05-24.pdf

		9.084		7.984		7.972		7.707		7.611		7.643		Table 9 for A1C; table 12 for GMI

		0.332		0.239		0.244		0.204		0.192		0.193		Use Ryan's output of means and CI to 3 decimal: https://bigfootbiomedical.sharepoint.com/:x:/s/ClinicalResearch/EUN2EAQh589EqmXHNgHKRBEBhjBkuAxLSzB4AFm-ZULWwg?e=NPLZvz 

						Change:
-1.1 (-0.8 to -1.4)

























































































0.33200000000000002	0.23899999999999999	0.24399999999999999	0.20399999999999999	0.192	0.193	0.33200000000000002	0.23899999999999999	0.24399999999999999	0.20399999999999999	0.192	0.193	Baseline A1C
 (N=102)	3 Month A1C
 (N=97)	6 Month A1C
 (N=102)	2 Week GMI
 (N=102)	3 Month GMI
 (N=101)	6 Month GMI
 (N=102)	9.0839999999999996	7.984	7.9720000000000004	7.7069999999999999	7.6109999999999998	7.6429999999999998	

Percent
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Table 1 Demog BURST ADAPoster

				Table 1: Participant Characteristics														JT		Notes						DH

								Per-Protocol Cohort (N=102)												Burst 6 Month Interim Data Packet 03-05-24.pdf

				Age in years, median (range)				59 (22-82)												Table 1

				Female, n (%)a				58 (59)												Table 2

				Type 2 Diabetes, n (%)​				89 (87)​												Table 2; percent calculated by hand using 102 in the denominator

				BMI, mean (SD)a				35.1 (8.0)												Table 2

				Basal Dose at Baseline (Units), median (quartiles​)				26 (20, 50)												Table 6

				Race/Ethnicity, n (%)a																Table 2; made footnote

						White non-Hispanic		61 (62)

						Black/African-American		26 (27)

						Hispanic or Latino		9 (9)

						Otherb		2 (2)

						Prefer not to answer		0 (0)

				Duration of Prior CGM Use, n (%)​a																Table 3; made footnote

						No prior CGM use		57 (58)

						Less than 6 months		7 (7)

						6 months - <1 year		5 (5)

						 ≥ 1 year		29 (30)

				aFour (4) in the per-protocol cohort were missing baseline surveys.
bOther race: 1 participant selected Native Hawaiian/Other Pacific Islander and 1 selected multiple races in the per-protocol cohort. 
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Table 2 Overview BURST ADAPoste

				Table 2: Glycemic and use outcomes (N=102)										Burst 6 Month Interim Data Packet 03-05-24.pdf

								Baseline		Month 6				N		put footnote 'a' at top per roy												For stats (below) use the statistical analysis tab in the 'summary' file and look at pvalue

				A1C (%), mean (SD) 				9.1 (1.7)		8.0 (1.2)				Table 9

				Mean Glucose (mg/dL), mean (SD)				216 (47)a 		181 (41)				Table 13 for footnote values, Table 12		Corrected units to mg/dL

				Percent Time 70-180 mg/dL, mean (SD) 				33 (25)a  		56 (23) 				Table 13 for footnote values, Table 12

				Percent Time >180 mg/dL, mean (SD) 				67 (28)a  		43 (24) 				Table 13 for footnote values, Table 12

				Glucose Management Indicator (GMI), mean (SD)				-		7.6 (1.0)				table 12

				Percent Time >250 mg/dL, mean (SD)				-		16 (18)				table 12

				Percent Time <70 mg/dL, mean (SD)b				-		1.0 (1.4)				table 12

				Percent Time <54 mg/dL, mean (SD)b				-		0.04 (0.14)				table 12

				Glucose Coefficient of Variation (%), mean (SD)				-		31 (6)				table 12

				Daily Rate of Sensor Scans, median (quartiles)				-		5.2 (3.8, 7.9)				table 16

				Daily Rate of Rapid-Acting Insulin Doses, median (quartiles)				-		2.4 (1.9, 3.0)				table 16

				Weekly Rate of Long-Acting Insulin Doses, median (quartiles)				-		6.9 (6.3, 7.0)				table 16

				Long-Acting Dose Alerts/person/week, median (quartiles)				-		1.5 (0.5, 2.3)				table 16

				Percent Long-Acting Alerts followed by dose within 2 hours, median (quartiles)				-		71 (50, 100)				table 16

				# Participants with ≥ 1 Rapid-Acting Insulin Dose Adjustments, n (%)c				-		19 (19)				table 16

				# Participants with ≥ 1 Long-Acting Insulin Dose Adjustments, n (%)c				-		14 (14)				table 16

				aBaseline values were estimated from the baseline A1C value using formulas published in: Beck et al. (2019) Journal of Diabetes Science and Technology, 13(4), 614-626
bRobust means and standard deviations are reported
cAdjustments made to the System recommended insulin dose settings in the 6-month period
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Table 3 PRO table  BURST poster

																		Burst 6 Month Interim Data Packet 03-05-24.pdf

				Table 3: Patient Reported Outcomes				Baseline 		6 Month		Change from Baseline (CI) [p-value]				JT		Table 20

				Diabetes Distress Scale (DDS)				N=91		N=95		N=99

						Total      		2.4 ± 0.9		1.7 ± 0.6		-0.7 (-0.9, -0.5) [<0.001]

						Powerlessness 		2.9 ± 1.3		2.0 ± 0.9		-0.9 (-1.1, -0.6) [<0.001]

						Management Distress 		3.0 ± 1.2		1.7 ± 0.8		-1.3 (-1.5, -1.0) [<0.001]

						Hypoglycemia Distress 		2.2 ± 1.3		1.7 ± 0.9		-0.5 (-0.8, -0.3) [<0.001]

						Negative Social Perceptions 		1.6 ± 0.9		1.4 ± 0.7		-0.2 (-0.4, -0.1) [0.01]

						Eating Distress 		3.0 ± 1.2		2.0 ± 1.0		-1.0 (-1.2, -0.7) [<0.001]

						Physician Distress 		1.8 ± 1.2		1.3 ± 0.7		-0.5 (-0.8, -0.3) [<0.001]

						Friend/Family Distress 		1.9 ± 1.2		1.6 ± 0.8		-0.3 (-0.6, -0.1) [0.003]

				Hypoglycemia Confidence Scale (HCS) 				N=91 		N=95		N=99

						Total 		2.8 ± 0.7 		3.1 ± 0.7 		0.4 (0.2, 0.5) [<0.001] 

				System Usability Scale (SUS)  				- 		N=95		- 

						Total 		- 		80.7 ± 17.3		- 

						Data reflect mean ± standard deviation; change from baseline reflect mean (95% CI). The median timing of baseline questionnaire completion was 6 days prior to System start. P-values were estimated using a longitudinal linear model and have been adjusted for multiplicity using the two-step adaptive Benjamini-Hochberg procedure.
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FIG1 BURST-PP Poster DH

		Baseline A1C
 (N=102)		3 Month A1C
 (N=97)		6 Month A1C
 (N=102)		2 Week GMI
 (N=102)		3 Month GMI
 (N=101)		6 Month GMI
 (N=102)				Burst 6 Month Interim Data Packet 03-05-24.pdf

		9.084		7.984		7.972		7.707		7.611		7.643		Table 9 for A1C; table 12 for GMI

		0.332		0.239		0.244		0.204		0.192		0.193		Use Ryan's output of means and CI to 3 decimal: https://bigfootbiomedical.sharepoint.com/:x:/s/ClinicalResearch/EUN2EAQh589EqmXHNgHKRBEBhjBkuAxLSzB4AFm-ZULWwg?e=NPLZvz 

						Change:
-1.1 (-0.8 to -1.4)

																										Baseline A1C		3 Month A1C		6 Month A1C		2 Week GMI		3 Month GMI		6 Month GMI

																								DH checks:		9.084		7.984		7.972		7.707		7.611		7.643		Verified number to be correct for all columnx M through R, per Ryan's Output as source per hyperlink above.  DH 04/09/2024.

																								DH checks:		0.332		0.239		0.244		0.204		0.192		0.193

																										 UCL 9.416 - 9.084 = 0.332

																										UCL 8.213 - 7.984 = 0.229				John, let's review this value.  JT: How I calculated this was to subtract the lower CI from the upper CI and divide by 2.  DH - Rereview - Upper CI 8.213 - Lower CI  7.736 = 0.477 divided by 2 =0.2385 rounding to 0.239 and agrees/verifies JT's number.  DH 04/10/2024.

																										UCL 8.216 - 7.972 = 0.244

																										UCL 7.911-7.707=0.204

																										UCL 7.803-7.611=0.192

																										UCL 7.835-7.643=0.192







																										John, you are not going to add 'N' for number of each f the  cohorts represented in the bar graphs...?  DH 04/09/2024

																										JT: Please re-review N

																												DH N Checks:

																												Verified Baseline N=102 for Baseline A1C, N=97 for 3Month A1C, and N=102 for 6 Month A1C to be correct per Table 9 HbA1c in Data BURST 6 Month Data Packet 03-05-24. DH 04/10/2024.

																												Verified (1-2 weeks)/2 weeks N=102 GMI, 3 Month GMI N=101, and 6 Month GMI N=102, to be correct per Table 12 in Data BURST 6 Month Data Packet 03-05-24. DH 04/10/2024.
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 (N=97)	6 Month A1C
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Table 1 Demog BURST ADAPost DH

				Table 1: Participant Characteristics														JT		Notes						DH

				Table 1: Participant Characteristics				Per-Protocol Cohort (N=102)												Burst 6 Month Interim Data Packet 03-05-24.pdf

				Age in years, median (range)				59 (22-82)												Table 1		Debra Harville (DH) Check:  Verified Age in years for  median  and range to be correct per Table1 Age and Timing from Consent to Training from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

				Female, n (%)a				58 (59)												Table 2		DH Check:  Verified Female numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

				Type 2 Diabetes, n (%)​				89 (87)​												Table 2; percent calculated by hand using 102 in the denominator												DH Check:  Verified Female numbers (n/%) to be correct per Table Participant Characteristics from BURST 6 Month Interim Data Pacet 03-05-24.  DH April 9, 2024. JT: I believe my values are correct in looking at the source data packet.		John should 89 (87) be 85 (87)?  DH April 9, 2024.  04/10/2024 - reviewing Table 1 N=89 and (87) would be correct as well in this case (actual number after calculation is 0.8725 which would round to 87 ).  DH 04/10/2024.

				BMI, mean (SD)a				35.1 (8.0)												Table 2		DH Check: Verified BMI  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

				Basal Dose at Baseline (Units), median (quartiles​)				26 (20, 50)												Table 6		DH Check:  Verified Basal Insulin numbers (n/%) to be correct per Table 6 Insulin Settings at Start of Bigfoot Unity from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

				Race/Ethnicity, n (%)a																Table 2; made footnote

						White non-Hispanic		61 (62)														DH Check:  Verified White non-Hispanic  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

						Black/African-American		26 (27)														DH Check:  Verified White Black/African-American  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

						Hispanic or Latino		9 (9)														DH Check:  Verified Hispanic or Latino  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

						Otherb		2 (2)														DH Check:  Verified Other  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

						Prefer not to answer		0 (0)														DH Check:  Verified Prefere not to answer  numbers (n/%) to be correct per Table 2 Participant Characteristics from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

				Duration of Prior CGM Use, n (%)​a																Table 3; made footnote						DH check for FootNotes a and b:						Verified footnotes to be correct per Tables 2 and 3  from BURST 6 Month Interim Data Packet 03-05-24.  DH April 9, 2024.

						No prior CGM use		57 (58)

						Less than 6 months		7 (7)

						6 months - <1 year		5 (5)

						 ≥ 1 year		29 (30)

				aFour (4) in the per-protocol cohort were missing baseline surveys.
bOther race: 1 participant selected Native Hawaiian/Other Pacific Islander and 1 selected multiple races in the per-protocol cohort. 
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Table 2 Overview BURST ADAP DH

														Burst 6 Month Interim Data Packet 03-05-24.pdf				Debra Harville (DH) checks below:

				Table 2: Glycemic and use outcomes (N=102)				Baseline		Month 6				N		put footnote 'a' at top per roy		Baseline		Month 6								For stats (below) use the statistical analysis tab in the 'summary' file and look at pvalue

				A1C (%), mean (SD) 				9.1 (1.7)		8.0 (1.2)				Table 9				Verified: 9.1 (1.7)		Verified 8.0 (1.2) .		Numbers confirmed to be correct per Table 9 from BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH, April 9, 2024.

				Mean Glucose (mg/dL), mean (SD)				216 (47)a 		181 (41)				Table 13 for footnote values, Table 12		Corrected units to mg/dL		Verified: 216 (47)		John, per Month 6 Table 13 numbers are 185 (3) for month 6: JT but month 6 column is derived from Table 12. DH Agree with JT per Table 12 numbers of 181 (41) for 6 Month Mean Glucose values.  DH 04/10/2024.

				Percent Time 70-180 mg/dL, mean (SD) 				33 (25)a  		56 (23) 				Table 13 for footnote values, Table 12				Verified: 33 (25) - (Per Table 13)		Verified 56 (23) (per Table 12)				Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Percent Time >180 mg/dL, mean (SD) 				67 (28)a  		43 (24) 				Table 13 for footnote values, Table 12				Verified: 67 (28) per Table 13		Verified 43 (24) (per Table 12)				Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Glucose Management Indicator (GMI), mean (SD)				-		7.6 (1.0)				table 12				Verified 7.6 (1.0) per Table 12.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Percent Time >250 mg/dL, mean (SD)				-		16 (18)				table 12				Verified 16 (18) per Table 12.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Percent Time <70 mg/dL, mean (SD)b				-		1.0 (1.4)				table 12				Verified  1.0 (1.4) per Table 12.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Percent Time <54 mg/dL, mean (SD)b				-		0.04 (0.14)				table 12				Verified: 0.04 (0.14) per Table 12.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Glucose Coefficient of Variation (%), mean (SD)				-		31 (6)				table 12				Verified: 31 (6) per Table 12.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Daily Rate of Sensor Scans, median (quartiles)				-		5.2 (3.8, 7.9)				table 16				Verified: 5.2 (38, 7.9) per Table 16.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Daily Rate of Rapid-Acting Insulin Doses, median (quartiles)				-		2.4 (1.9, 3.0)				table 16				Verified: 2.4 (1.9, 3.0) per Table 16 Daily rate of bolus doses.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Weekly Rate of Long-Acting Insulin Doses, median (quartiles)				-		6.9 (6.3, 7.0)				table 16				Verified: 6.9 (6.3, 7.0) per Table 16						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Long-Acting Dose Alerts/person/week, median (quartiles)				-		1.5 (0.5, 2.3)				table 16				Verified: 1.5 (0.5, 2.3) per Table 16						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				Percent Long-Acting Alerts followed by dose within 2 hours, median (quartiles)				-		71 (50, 100)				table 16				Verified: 71 (50, 100) per Table 16 for % of missed long-acting insulin alerts followed by a long-acting insulin dose within 2 hours.														Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH.

				# Participants with ≥ 1 Rapid-Acting Insulin Dose Adjustments, n (%)c				-		19 (19)				table 16				Verified 19 (19) per Table 16.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				# Participants with ≥ 1 Long-Acting Insulin Dose Adjustments, n (%)c				-		14 (14)				table 16				Verified 14 (14) per Table 16.						Numbers confirmed to be correct as per tables in BURST 6 Month Interim Data Packet 0f March 5, 2024.  DH. April 9, 2024.

				aBaseline values were estimated from the baseline A1C value using formulas published in: Beck et al. (2019) Journal of Diabetes Science and Technology, 13(4), 614-626
bRobust means and standard deviations are reported
cAdjustments made to the System recommended insulin dose settings in the 6-month period														Footnote verifications:
Footnote a: John, same location for this source as what I reference for previous QC?  Please confirm and I'll verify. 
Footnote b: Verified footnote to be correct and reference within table.  As P-Values are not part of this table, footnote also correct to not included P-Value reference as is in BURST 6 Month Interim Data Packet for all numbers re: footnote b reference.  DH April 9, 2024.
Footnote c:  Verbage used for this footnote is not in in Table 16 as a footnote.  However, understanding that this footnote is being used to further clarify recommended dose adjustments.  John, please review and confirm correct/okay as is in this Table.
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Table 3 PRO table  BURST po DH

																		Burst 6 Month Interim Data Packet 03-05-24.pdf

				Table 3: Patient Reported Outcomes				Baseline 		6 Month		Change from Baseline (CI) [p-value]				JT		Table 20										Baseline		6 Month		Change from Basline (CI) (p-value)		Verified Table 3 data to be correct per 2nd pass entry/review in DH checks per Table 20 as per data source of the BURST 6 Month Interim Data Packet 03-05-24,  DH April 9, 2024.

				Diabetes Distress Scale (DDS)				N=91		N=95		N=99												Debra Harville (DH checks:				N=91 		N=95 		N=99 

						Total      		2.4 ± 0.9		1.7 ± 0.6		-0.7 (-0.9, -0.5) [<0.001]																2.4 (0.9)		1.7 (0.6)		-0.7 (-0.9, -0.5) [<0.001]

						Powerlessness 		2.9 ± 1.3		2.0 ± 0.9		-0.9 (-1.1, -0.6) [<0.001]																2.9 (1.3)		2.0 (0.9)		-0.9 (-1.1, -0.6) [<0.001]

						Management Distress 		3.0 ± 1.2		1.7 ± 0.8		-1.3 (-1.5, -1.0) [<0.001]																3.0 (1.2)		1.7 (0.8)		-1.3 (-1.5, -1.0)  [<0.001]

						Hypoglycemia Distress 		2.2 ± 1.3		1.7 ± 0.9		-0.5 (-0.8, -0.3) [<0.001]																2.2 (1.3)		1.7 (0.9)		-0.5 (-0.8), -0.3)[<0.001]

						Negative Social Perceptions 		1.6 ± 0.9		1.4 ± 0.7		-0.2 (-0.4, -0.1) [0.01]																1.6 (0.9)		1.4 (0.7)		-0.2 (-0.4, -0.1) [0.01]

						Eating Distress 		3.0 ± 1.2		2.0 ± 1.0		-1.0 (-1.2, -0.7) [<0.001]																3.0 (1.2)		2.0 (1.0)		-1.0 (-1.2), -0.7)[<0.001]

						Physician Distress 		1.8 ± 1.2		1.3 ± 0.7		-0.5 (-0.8, -0.3) [<0.001]																1.8 (1.2)		1.3 (0.7)		-0.5 (-0.8, -0.3)[<0.001]

						Friend/Family Distress 		1.9 ± 1.2		1.6 ± 0.8		-0.3 (-0.6, -0.1) [0.003]																1.9 (1.2) 		1.6 (0.8)		-0.3 (-0.6,-0.1)[0.003]

				Hypoglycemia Confidence Scale (HCS) 				N=91 		N=95		N=99																N=91 		N=95 		N=99 

						Total 		2.8 ± 0.7 		3.1 ± 0.7 		0.4 (0.2, 0.5) [<0.001] 																2.8 (0.7)		3.1 (0.7)		0.4 (0.2, 0.5)  [<0.001]

				System Usability Scale (SUS)  				- 		N=95		- 																-		N=95 		-

						Total 		- 		80.7 ± 17.3		- 																-		80.7 (17.3)		-

						Data reflect mean ± standard deviation; change from baseline reflect mean (95% CI). The median timing of baseline questionnaire completion was 6 days prior to System start. P-values were estimated using a longitudinal linear model and have been adjusted for multiplicity using the two-step adaptive Benjamini-Hochberg procedure.																				Footnote:		John, the footnote is correct and can be verified per Table 20 footnote source with the following exception:
 1) timing of questionnaire completion is not stated in the Table 20 footnote - I know from review of questionnaire data  completion verses start date of system use,  6 days prior to System start is true but this does not match Table 20 footnote.
2) There are no reference using either letters or numbers to the data within this table above. This would be because all data above is relevant to this footnote I believe. 
												Look at table 10 to confirm the timing.





																																								Yes, the footnote just applies to the whole table.
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FIG1 BURST-PP Poster (2)

		Baseline A1C
 (N=102)		3 Month A1C
 (N=97)		6 Month A1C
 (N=102)		2 Week GMI
 (N=102)		3 Month GMI
 (N=101)		6 Month GMI
 (N=102)				Burst 6 Month Interim Data Packet 03-05-24.pdf

		9.084		7.984		7.972		7.707		7.611		7.643		Table 9 for A1C; table 12 for GMI

		0.332		0.239		0.244		0.204		0.192		0.193		Use Ryan's output of means and CI to 3 decimal: https://bigfootbiomedical.sharepoint.com/:x:/s/ClinicalResearch/EUN2EAQh589EqmXHNgHKRBEBhjBkuAxLSzB4AFm-ZULWwg?e=NPLZvz 

						Change:
-1.1 (-0.8 to -1.4)

























































































0.33200000000000002	0.23899999999999999	0.24399999999999999	0.20399999999999999	0.192	0.193	0.33200000000000002	0.23899999999999999	0.24399999999999999	0.20399999999999999	0.192	0.193	Baseline A1C
 (N=102)	3 Month A1C
 (N=97)	6 Month A1C
 (N=102)	9.0839999999999996	7.984	7.9720000000000004	

Percent
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FIG1 BURST-PP Poster

		Baseline A1C
 (N=102)		3 Month A1C
 (N=97)		6 Month A1C
 (N=102)		2 Week GMI
 (N=102)		3 Month GMI
 (N=101)		6 Month GMI
 (N=102)				Burst 6 Month Interim Data Packet 03-05-24.pdf

		9.084		7.984		7.972		7.707		7.611		7.643		Table 9 for A1C; table 12 for GMI

		0.332		0.239		0.244		0.204		0.192		0.193		Use Ryan's output of means and CI to 3 decimal: https://bigfootbiomedical.sharepoint.com/:x:/s/ClinicalResearch/EUN2EAQh589EqmXHNgHKRBEBhjBkuAxLSzB4AFm-ZULWwg?e=NPLZvz 

						Change:
-1.1 (-0.8 to -1.4)

























































































0.33200000000000002	0.23899999999999999	0.24399999999999999	0.20399999999999999	0.192	0.193	0.33200000000000002	0.23899999999999999	0.24399999999999999	0.20399999999999999	0.192	0.193	Baseline A1C
 (N=102)	3 Month A1C
 (N=97)	6 Month A1C
 (N=102)	2 Week GMI
 (N=102)	3 Month GMI
 (N=101)	6 Month GMI
 (N=102)	9.0839999999999996	7.984	7.9720000000000004	7.7069999999999999	7.6109999999999998	7.6429999999999998	

Percent
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Table 1 Demog BURST ADAPoster

				Table 1: Participant Characteristics														JT		Notes						DH

								Per-Protocol Cohort (N=102)												Burst 6 Month Interim Data Packet 03-05-24.pdf

				Age in years, median (range)				59 (22-82)												Table 1

				Female, n (%)a				58 (59)												Table 2

				Type 2 Diabetes, n (%)​				89 (87)​												Table 2; percent calculated by hand using 102 in the denominator

				BMI, mean (SD)a				35.1 (8.0)												Table 2

				Basal Dose at Baseline (Units), median (quartiles​)				26 (20, 50)												Table 6

				Race/Ethnicity, n (%)a																Table 2; made footnote

						White non-Hispanic		61 (62)

						Black/African-American		26 (27)

						Hispanic or Latino		9 (9)

						Otherb		2 (2)

						Prefer not to answer		0 (0)

				Duration of Prior CGM Use, n (%)​a																Table 3; made footnote

						No prior CGM use		57 (58)

						Less than 6 months		7 (7)

						6 months - <1 year		5 (5)

						 ≥ 1 year		29 (30)

				aFour (4) in the per-protocol cohort were missing baseline surveys.
bOther race: 1 participant selected Native Hawaiian/Other Pacific Islander and 1 selected multiple races in the per-protocol cohort. 
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Table 2 Overview BURST ADAP (2)

				Table 2: Glycemic and use outcomes (N=102)										Burst 6 Month Interim Data Packet 03-05-24.pdf

								Baseline		Month 6				N		put footnote 'a' at top per roy												For stats (below) use the statistical analysis tab in the 'summary' file and look at pvalue

				A1C (%), mean (SD) 				9.1 (1.7)		8.0 (1.2)				Table 9

				Mean Glucose (mg/dL), mean (SD)				216 (47)a 		181 (41)				Table 13 for footnote values, Table 12		Corrected units to mg/dL

				Percent Time 70-180 mg/dL, mean (SD) 				33 (25)a  		56 (23) 				Table 13 for footnote values, Table 12

				Percent Time >180 mg/dL, mean (SD) 				67 (28)a  		43 (24) 				Table 13 for footnote values, Table 12

				Glucose Management Indicator (GMI), mean (SD)				-		7.6 (1.0)				table 12

				Percent Time >250 mg/dL, mean (SD)				-		16 (18)				table 12

				Percent Time <70 mg/dL, mean (SD)b				-		1.0 (1.4)				table 12

				Percent Time <54 mg/dL, mean (SD)b				-		0.04 (0.14)				table 12

				Glucose Coefficient of Variation (%), mean (SD)				-		31 (6)				table 12

				Daily Rate of Sensor Scans, median (quartiles)				-		5.2 (3.8, 7.9)				table 16

				Daily Rate of Rapid-Acting Insulin Doses, median (quartiles)				-		2.4 (1.9, 3.0)				table 16

				Weekly Rate of Long-Acting Insulin Doses, median (quartiles)				-		6.9 (6.3, 7.0)				table 16

				Long-Acting Dose Alerts/person/week, median (quartiles)				-		1.5 (0.5, 2.3)				table 16

				Percent Long-Acting Alerts followed by dose within 2 hours, median (quartiles)				-		71 (50, 100)				table 16

				# Participants with ≥ 1 Rapid-Acting Insulin Dose Adjustments, n (%)c				-		19 (19)				table 16

				# Participants with ≥ 1 Long-Acting Insulin Dose Adjustments, n (%)c				-		14 (14)				table 16

				aBaseline values were estimated from the baseline A1C value using formulas published in: Beck et al. (2019) Journal of Diabetes Science and Technology, 13(4), 614-626
bRobust means and standard deviations are reported
cAdjustments made to the System recommended insulin dose settings in the 6-month period
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Table 2 Overview BURST ADAPoste

				Table 2: Glycemic and use outcomes (N=102)										Burst 6 Month Interim Data Packet 03-05-24.pdf

								Baseline		Month 6				N		put footnote 'a' at top per roy												For stats (below) use the statistical analysis tab in the 'summary' file and look at pvalue

				A1C (%), mean (SD) 				9.1 (1.7)		8.0 (1.2)				Table 9

				Mean Glucose (mg/dL), mean (SD)				216 (47)a 		181 (41)				Table 13 for footnote values, Table 12		Corrected units to mg/dL

				Percent Time 70-180 mg/dL, mean (SD) 				33 (25)a  		56 (23) 				Table 13 for footnote values, Table 12

				Percent Time >180 mg/dL, mean (SD) 				67 (28)a  		43 (24) 				Table 13 for footnote values, Table 12

				Glucose Management Indicator (GMI), mean (SD)				-		7.6 (1.0)				table 12

				Percent Time >250 mg/dL, mean (SD)				-		16 (18)				table 12

				Percent Time <70 mg/dL, mean (SD)b				-		1.0 (1.4)				table 12

				Percent Time <54 mg/dL, mean (SD)b				-		0.04 (0.14)				table 12

				Glucose Coefficient of Variation (%), mean (SD)				-		31 (6)				table 12

				Daily Rate of Sensor Scans, median (quartiles)				-		5.2 (3.8, 7.9)				table 16

				Daily Rate of Rapid-Acting Insulin Doses, median (quartiles)				-		2.4 (1.9, 3.0)				table 16

				Weekly Rate of Long-Acting Insulin Doses, median (quartiles)				-		6.9 (6.3, 7.0)				table 16

				Long-Acting Dose Alerts/person/week, median (quartiles)				-		1.5 (0.5, 2.3)				table 16

				Percent Long-Acting Alerts followed by dose within 2 hours, median (quartiles)				-		71 (50, 100)				table 16

				# Participants with ≥ 1 Rapid-Acting Insulin Dose Adjustments, n (%)c				-		19 (19)				table 16

				# Participants with ≥ 1 Long-Acting Insulin Dose Adjustments, n (%)c				-		14 (14)				table 16

				aBaseline values were estimated from the baseline A1C value using formulas published in: Beck et al. (2019) Journal of Diabetes Science and Technology, 13(4), 614-626
bRobust means and standard deviations are reported
cAdjustments made to the System recommended insulin dose settings in the 6-month period
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Table 3 PRO table  BURST po (2)

				Table 3: Patient Reported Outcomes														Burst 6 Month Interim Data Packet 03-05-24.pdf

								Baselinea		Month 6a		Change from Baseline (CI) [p-value]b				JT		Table 20

				Diabetes Distress Scale (DDS)				N=91		N=95		N=99

						Total      		2.4 (0.9)		1.7 (0.6)		-0.7 (-0.9, -0.5) [<0.001]

						Powerlessness 		2.9 (1.3)		2.0 (0.9)		-0.9 (-1.1, -0.6) [<0.001]

						Management Distress 		3.0 (1.2)		1.7 (0.8)		-1.3 (-1.5, -1.0) [<0.001]

						Hypoglycemia Distress 		2.2 (1.3)		1.7 (0.9)		-0.5 (-0.8, -0.3) [<0.001]

						Negative Social Perceptions 		1.6 (0.9)		1.4 (0.7)		-0.2 (-0.4, -0.1) [0.01]

						Eating Distress 		3.0 (1.2)		2.0 (1.0)		-1.0 (-1.2, -0.7) [<0.001]

						Physician Distress 		1.8 (1.2)		1.3 (0.7)		-0.5 (-0.8, -0.3) [<0.001]

						Friend/Family Distress 		1.9 (1.2)		1.6 (0.8)		-0.3 (-0.6, -0.1) [0.003]

				Hypoglycemia Confidence Scale (HCS) 				N=91 		N=95		N=99

						Total 		2.8 (0.7)		3.1 (0.7)		0.4 (0.2, 0.5) [<0.001] 

				System Usability Scale (SUS)  				- 		N=95		- 

						Total 		- 		80.7 (17.3)		- 

						aData reflect mean (standard deviation); median timing of baseline questionnaire completion was 6 days prior to System start. 
bChange from baseline reflect mean (95% CI). P-values were estimated using a longitudinal linear model adjusted for multiplicity using the two-step adaptive Benjamini-Hochberg procedure; 99 participants had a baseline or 6-month outcome analyzed in the model estimating change from baseline.
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Table 3 PRO table  BURST poster

																		Burst 6 Month Interim Data Packet 03-05-24.pdf

				Table 3: Patient Reported Outcomes				Baseline 		6 Month		Change from Baseline (CI) [p-value]				JT		Table 20

				Diabetes Distress Scale (DDS)				N=91		N=95		N=99

						Total      		2.4 ± 0.9		1.7 ± 0.6		-0.7 (-0.9, -0.5) [<0.001]

						Powerlessness 		2.9 ± 1.3		2.0 ± 0.9		-0.9 (-1.1, -0.6) [<0.001]

						Management Distress 		3.0 ± 1.2		1.7 ± 0.8		-1.3 (-1.5, -1.0) [<0.001]

						Hypoglycemia Distress 		2.2 ± 1.3		1.7 ± 0.9		-0.5 (-0.8, -0.3) [<0.001]

						Negative Social Perceptions 		1.6 ± 0.9		1.4 ± 0.7		-0.2 (-0.4, -0.1) [0.01]

						Eating Distress 		3.0 ± 1.2		2.0 ± 1.0		-1.0 (-1.2, -0.7) [<0.001]

						Physician Distress 		1.8 ± 1.2		1.3 ± 0.7		-0.5 (-0.8, -0.3) [<0.001]

						Friend/Family Distress 		1.9 ± 1.2		1.6 ± 0.8		-0.3 (-0.6, -0.1) [0.003]

				Hypoglycemia Confidence Scale (HCS) 				N=91 		N=95		N=99

						Total 		2.8 ± 0.7 		3.1 ± 0.7 		0.4 (0.2, 0.5) [<0.001] 

				System Usability Scale (SUS)  				- 		N=95		- 

						Total 		- 		80.7 ± 17.3		- 

						Data reflect mean ± standard deviation; change from baseline reflect mean (95% CI). The median timing of baseline questionnaire completion was 6 days prior to System start. P-values were estimated using a longitudinal linear model and have been adjusted for multiplicity using the two-step adaptive Benjamini-Hochberg procedure.
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