Supplemental data

Figure S1 Percent reduction in LDL-C at each visit after baseline adjustment
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Percentage reduction from baseline in LDL-C at each follow-up visit after adjustment for baseline LDL-C. The between-group comparison at week 8 was the prespecified primary efficacy comparison. Between-group comparisons at weeks 2, 4, and 6 were exploratory; nominal p-values are shown without adjustment for multiple comparisons. Repeated-measures mixed-effects models were used, with adjustment for the corresponding baseline value where applicable. Except for the prespecified week-8 LDL-C primary comparison, pairwise comparisons across visits and treatment groups were exploratory. Reported p-values for these secondary comparisons are nominal and were not adjusted for multiple testing.

Table S1. The changes in lipid profiles at 8 weeks after baseline adjustment
	Change in 
	SM (n=119)
	SFSM (n=123)
	p-value

	Total cholesterol (%)
	-3.7 ± 11.9
	-6.6 ± 11.7
	0.038

	Triglyceride (%)
	-14.2 ± 49.5
	-6.8 ± 34.3
	0.113

	LDL-C (%)
	-6.27 ± 14.1
	-9.82 ± 13.8
	0.028

	HDL-C (%)
	-0.2 ± 11.7
	1.5 ± 11.7
	0.332

	Absolute total cholesterol/ HDL-C ratio
	4.33 ± 1.11
	4.22 ± 1.09
	0.509


Values are presented as mean ± SD. Percentage changes refer to changes from baseline to week 8 within each treatment group. Between-group p values compare the magnitude of percentage change from baseline between the SFSM and SM groups, adjusted for the corresponding baseline lipid value, using repeated-measures mixed-effects models. 
Table S2 Adverse events by type, severity, timing of onset, relationship to the study product and outcome considered related or likely related to the study product 
	Likely or Definite related to study product
	SM (N = 119)
	SFSM (123)

	Participants with ≥1 product-related or likely product-related AE, n (%)
	7 (5.9)
	 20 (16.3)

	Total product-related event episodes, n:
	9 events
	25 events

	Acute gastroenteritis, n (%)
	0
	1 (0.8)

	Intensity 
	
	Mild 

	# days from screen
	
	55 days 

	# days from start to stop
	
	2 days

	Results
	
	Complete recovery 

	Belch, n (%)
	1 (0.8)
	0

	Intensity 
	Mild 
	

	# days from screen
	8 days 
	

	# days from start to stop
	48 days
	

	Results
	Complete recovery 
	

	Blush, n (%)
	1 (0.8)
	0

	Intensity
	Mild 
	

	# days from screen
	9 days 
	

	# days from start to stop
	0 days 
	

	Results
	Still ongoing 
	

	Constipation, n (%)
	1 (0.8)
	1 (0.8)

	Intensity
	Mild 
	Mild 

	# days from screen
	8 days 
	9 days 

	# days from start to stop
	45 days 
	4 days 

	Results
	Complete recovery 
	Complete recovery

	Dyspepsia, n (%)
	0
	2 (1.6)

	Intensity, n (%)
	
	Mild, 2 (1.6)

	# days from screen, Mean ± SD (Min. – Max.)
	
	34.0 ± 32.5 (11 – 57)

	# days from start to stop (n)
	
	38.0 (1)

	Results
	
	

	Complete recovery, n(%)
	
	1 (0.8)

	Still ongoing, n(%)
	
	1 (0.8)

	Flatulence, n (%)
	5 (4.2)
	9 (7.3)

	Intensity – Mild, n (%)
	5 (4.2)
	9 (7.3)

	# days from screen, Mean ± SD (Min. – Max.)
	8.0 ± 4.4 (1 – 13)
	9.1 ± 4.5 (7 – 21)

	# days from start to stop, Mean ± SD (Min. – Max.)
	20.3 ± 24.8 (0 – 55)
	26.3 ± 18.3 (3 – 53)

	Results
	
	

	Complete recovery, n (%)
	2 (1.7)
	7 (5.7)

	Improve, n (%)
	2 (1.7)
	2 (1.6)

	Still ongoing, n (%)
	1 (0.8)
	0 (0.00)

	Flatus, n (%)
	1 (0.8)
	9 (7.3)

	Intensity
	
	

	Mild, n (%)
	1 (0.8)
	8 (6.5)

	Moderate, n (%)
	0 (0.0)
	1 (0.8)

	# days from screen, Mean ± SD (Min. – Max.)
	21 days (1)
	10.7 ± 4.8 (7 – 21)

	# days from start to stop, Mean ± SD (Min. – Max.)
	30 days (1)
	40.6 ± 21.2 (4 – 56)

	Results
	
	

	Complete recovery, n (%)
	1 (0.8)
	3 (2.4)

	Improve, n (%)
	0 (0.0)
	2 (1.6)

	Still ongoing, n (%)
	0 (0.0)
	4 (3.3)

	Food allergy, n (%)
	0
	1 (0.8)

	Intensity
	
	Mild 

	# days from screen
	
	7 days 

	# days from start to stop
	
	18 days 

	Results 
	
	Complete recovery 

	Smelly urine, n (%)
	0
	1 (0.8)

	Intensity
	
	Mild 

	# days from screen
	
	14 days

	# days from start to stop
	
	-

	Results 
	
	Still ongoing 

	Urticaria, n (%)
	0
	1 (0.8)

	Intensity
	
	Moderate

	# days from screen
	
	14 days 

	# days from start to stop
	
	7 days 

	Results 
	
	Improve 
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