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Table 1. Colorectal Anal Distress Inventory (CRADI-8) Mean Scores and Mean Change from Baseline

Fecal Incontinence by Self-

Fecal Incontinence Diagnosis

Total CRADI-8 Scores Statistic | All Participants report (>0 on CRADI-8) (ICD-10 Code)
Baseline n=278 n=260 n=18
mean (SD) 34.0 (20.4) 33.1 (20.3) 47.2 (18.5)
4 weeks n=255 n=239 n=16
mean (SD) 29.0 (20.5) 28.2 (20.3) 40.6 (19.7)
8 weeks n=214 n=200 n=14
mean (SD) 25.5 (19.5) 24.7 (19.4) 37.3 (17.0)
12 weeks n=128 n=121 n=7
mean (SD) 23.6 (19.7) 23.1 (19.6) 32.6 (19.8)
CRADI-8 Score Mean Difference
n=214
Baseline to 8 Weeks mean (SD) -8.5 (15.5) -8.1 (15.5) -13.4 (15.6)
Within group: Between group:
p-value <0.0001 p<0.0001

CRADI-8: Colorectal Anal Distress Inventory, Short Form; ICD-10:

Standard Deviation

International Classification of Diseases, 10th Revision; SD =
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Demographics

				Demographic		Statistics              		All participants n=278		FI by Self-Report    n=260		FI by ICD-10 Code         n=18		p-value

				Age		Mean (SD)		56.9 (13.1)		56.7 (13.0)		59.4 (14.3)		0.39

				years		n		n=276		n=258		n=18

				Race		White		77.3 (215)		77.6 (202)		72.2 (13)		0.73

				% (n)		Black		7.2 (20)		6.5 (17)		16.7 (3)

						American Indian or Alaskan Native		0 (0)		0 (0)		0 (0)

						Native American or other Pacific Islander		0 (0)		0 (0)		0 (0)

						Asian		4.7 (13)		5.0 (13)		0 (0)

						Other		4.3 (12)		3.8 (10)		11.1 (2)

						Unknown		1.8 (5)		1.9 (5)		0 (0)

						Not Reported		4.7 (13)		5.0 (13)		0 (0)

				Hispanic		Hispanic/Latino		19 (6.8)		7.3 (19)		0 (0)		0.23

				% (n)		Not Hispanic/Latino		214 (77.0)		76.5 (199)		83.3 (15)

						Not Reported		45 (16.2)		16.1 (42)		16.7 (3)

				BMI 		Mean (SD)		27.7 (6.3)		27.7 (6.3)		27.3 (6.8)		0.78

				(kg/m^2)		n		n=270		n=252		n=18

				BMI Category		Underweight		2.1 (6)		2.3 (6)		0 (0)		0.58

				% (n)		Normal Weight		36.0 (100)		35.0 (91)		50.0 (9)

						Overweight		29.8 (83)		30.5 (79)		22.2 (4)

						Obese		29.1 (81)		29.2 (76)		27.9 (5)

						Not Reported		3.2 (8)		3.1 (8)		0 (0)

				Baseline UDI-6 Score		Mean (SD)		42.9 (21.8)		43.3 (21.6)		36.8 (23.8)		0.22



				Baseline CRADI-8 Score		Mean (SD)		34.0 (20.4)		33.1 (20.3)		47.2 (18.5)		<0.01



				Fishers Exact Test, and Chi-squared

				Stdtest, ttest, and two-sample Wilcoxon rank-sum test

				ANOVA and regress

				n indicated below if not all participants responded and a stat mean-based test

				Percentages may not add up to 100% due to rounding





Total CRADI8

								CRADI-8 Scores 

						Statistic		All Participants		Fecal Incontinence by Self-report (>0 on CRADI-8) n=260		Fecal Incontinence Diagnosis (ICD-10 Code) n=18		p-value

				Baseline		mean (SD)		34.0 (20.4)		33.1 (20.3)		47.2 (18.5)

								n=278		n=260		n=18

				4 weeks		mean (SD)		29.0 (20.5)		28.2 (20.3)		40.6 (19.7)

								n=255		n=239		n=16

				8 weeks		mean (SD)		25.5 (19.5)		24.7 (19.4)		37.3 (17.0)

								n=214
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				12 weeks		mean (SD)		23.6 (19.7)		23.1 (19.6)		32.6 (19.8)

								n=128		n=121		n=7
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CRADI8-NEW



		  		n 		Baseline CRADI-8		8-Week CRADI-8		CRADI-8 Mean Difference 		P*		Positive clinical improvement n (%) 
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						mean ± SD 		mean ± SD 		mean ± SD 

		All Participants		278		34.0 (20.4)		25.5 (19.5)



		Fecal Incontinence by Self-report (>0 on CRADI-8) n=260		260		33.1 (20.3)		24.7 (19.4)

		Fecal Incontinence Diagnosis (ICD-10 Code) n=18		18		47.2 (18.5)		37.3 (17.0)
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		8 weeks				n=214		n=200		n=14
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CRADI8 3&4 

		Baseline												8 weeks

		Question #3												Question #3

		Response				All Participants		Fecal Incontinence by Self-report (>0 on CRADI-8) n=260		Fecal Incontinence Diagnosis (ICD-10 Code) n=18				Response				All Participants		Fecal Incontinence by Self-report (>0 on CRADI-8) n=200		Fecal Incontinence Diagnosis (ICD-10 Code) n=14

				0		221 (79.50)		211 (81.15)		10 (55.56)						0		184 (85.98)		175 (87.50)		9 (64.29)

				1		2 (0.72)		2 (0.77)		-						1		-		-		-

				2		16 (5.76)		15 (5.77)		1 (5.56)						2		9 (4.21)		7 (3.50)		2 (14.29)

				3		14 (5.04)		10 (3.85)		4 (22.22)						3		8 (3.74)		8 (4.00)		-

				4		25 (8.99)		22 (8.46)		3 (16.67)						4		13 (6.07)		10 (5.00)		3 (21.43)

		Baseline												8 weeks

		Question #4												Question #4

		Response				All Participants		Fecal Incontinence by Self-report (>0 on CRADI-8) n=260		Fecal Incontinence Diagnosis (ICD-10 Code) n=18				Response				All Participants		Fecal Incontinence by Self-report (>0 on CRADI-8) n=200		Fecal Incontinence Diagnosis (ICD-10 Code) n=14

				0		136 (48.92)		130 (50.00)		6 (33.33)						0		123 (57.48)		119 (59.50)		4 (28.57)

				1		2 (0.72)		2 (0.77)		-						1		1 (0.47)		-		1 (7.14)

				2		38 (13.67)		35 (13.46)		3 (16.67)						2		34 (15.89)		32 (16.00)		2 (14.29)

				3		28 (10.07)		27 (10.38)		1 (5.56)						3		15 (7.01)		13 (6.50)		2 (14.29)

				4		74 (26.62)		66 (25.38)		8 (44.44)						4		41 (19.16)		36 (10.00)		5 (35.71)
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Adherence

		n		Timepoint		COUNT		AVGCT		PCT

		275		1		11.68		1.67		83.43

		276		2		10.83		1.55		77.38

		275		3		10.43		1.49		74.52

		275		4		9.95		1.42		71.06

		275		5		9.56		1.37		68.27

		275		6		8.77		1.25		62.62

		275		7		8.25		1.18		58.92

		275		8		7.89		1.13		56.39

		275		9		7.58		1.08		54.12

		275		10		7.14		1.02		51.02

		275		11		6.90		1.33		49.30

		275		12		6.21		0.89		44.37
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Mean Adherence in Number of Uses per Week based on Clinical Start Date



COUNT	1	2	3	4	5	6	7	8	9	10	11	12	11.68	10.832727272727272	10.432727272727274	9.9489051094890506	9.5583941605839424	8.7664233576642339	8.2481751824817522	7.8941605839416056	7.5766423357664232	7.1423357664233578	6.9014598540145986	6.211678832116788	Weeks from Clinical Start Date 





Number of Uses per Week









MID

				MID Met at 8 weeks				Total 		Fecal Incontinence by Self-report (>0 on CRADI-8) 		Fecal Incontinence Diagnosis (ICD-10 Code)

								n= 211		n=197		n=14

		Did not meet  MID		64				40.7 % (86)		41.1% (81)		35.7% (5)

		Met MID						59.2 % (125)		58.9% (116)		64.3% (9)

		4 study participants did not have 8 week CRADI-8 Scores






