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Supplemental Table 1 - Additional Exploratory Lipid Efficacy Endpoints 

 

MK-0616  

6 mg QD 

MK-0616  

12 mg QD 

MK-0616 

18 mg QD 

MK-0616 

30 mg QD Placebo 

HDL-C      

Number of participants evaluated 74 76   73 72 

Mean ± SD percent change from baseline in 

HDL-C at Week 8 

-0.2 ± 11.0 4.1 ± 13.4 6.1 ± 15.4 1.3 ± 13.0 1.9 ± 16.1 

Difference in LS means vs. placebo (95% 

CI) -2.1 (-6.6, 2.4) 2.2 (-2.6, 7.0) 4.2 (-1.0, 9.3) -0.6 (-5.4, 4.2)  

Total Cholesterol      

Number of participants evaluated 75 76 74 73 74 

Mean ± SD percent change from baseline in 

Total Cholesterol at Week 8 

-24.9 ± 17.4 -34.6 ± 16.4 -36.6 ± 11.3 -39.4 ± 14.4 2.1 ± 14.3 

Difference in LS means vs. placebo (95% 

CI) 

-27.0 (-32.1, -21.8) -36.7 (-41.7, -31.7) -38.7 (-42.9, -34.5) -41.5 (-46.2, -36.8) -- 

Triglycerides      

Number of participants evaluated 77 76 76 76 75 



 

7 
 

Mean ± SD percent change from baseline in 

Triglycerides at Week 8 

0.8 ± 30.4 -4.9 ± 37.6 -7.7 ± 33.6 -7.3 ± 38.2 8.5 ± 42.0 

Difference in LS means vs. placebo (95% 

CI) 

-7.7 (-19.7, 4.3) -13.5 (-26.4, -0.5) -16.2 (-28.6, -3.8) -15.8 (-29.0, -2.7) -- 

VLDL-C      

Number of participants evaluated 77 74 75 74 74 

Mean ± SD percent change from baseline in 

VLDL-C at Week 8 

1.4 ± 30.9 -6.1 ± 32.4 -6.0 ± 33.5 -5.5 ± 37.6 7.5 ± 36.6) 

Difference in LS means vs. placebo (95% 

CI) 

-6.2 (-17.3, 4.9) -13.6 (-25.0, -2.2) -13.5 (-25.1, -1.9) -13.0 (-25.4, -0.7) -- 

HDL-C = High Density Lipoprotein Cholesterol; VLDL-C = Very Low Density Lipoprotein Cholesterol  
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Supplemental Table 2 – Summary of Adverse Events During the 8-Week Treatment Period (Not Including the 8-Week Safety Follow-Up 

Period) 

Parameter 

MK-0616  

6 mg QD 

 (N=77) 

MK-0616  

12 mg QD 

 (N=76) 

MK-0616 

18 mg QD 

(N=76) 

MK-0616 

30 mg QD 

(N=76) 

Placebo 

 (N=75) 

Total 

(N=380) 

n (%) of participants with:       

≥1 AE 29 (37.7) 27 (35.5) 31 (40.8) 28 (36.8) 30 (40.0) 145 (38.2) 

Discontinued intervention due to 

an AE 

2 (2.6) 0 (0.0) 2 (2.6) 2 (2.6) 1 (1.3) 7 (1.8) 

Serious AEs 0 (0.0) 1 (1.3) 2 (2.6) 2 (2.6) 0 (0.0) 5 (1.3) 

Moderate or severe AEs 9 (11.7) 6 (7.9) 9 (11.8) 11 (14.5) 8 (10.7) 43 (11.3) 

Intervention-related AEs* 3 (3.9) 11 (14.5) 11 (14.5) 8 (10.5) 6 (8.0) 39 (10.3) 

Deaths 0 (0.0) 0 (0.0) 1 (1.3) 0 (0.0) 0 (0.0) 1 (0.3) 

 

Most Common AEs (incidence of > 5% within a treatment group, n(%) 

Arthralgia 0 (0.0) 4 (5.3) 1 (1.3) 1 (1.3) 1 (1.3) 7 (1.8) 

COVID-19 6 (7.8) 1 (1.3) 2 (2.6) 2 (2.6) 5 (6.7) 16 (4.2) 

Diarrhea 4 (5.2) 1 (1.3) 2 (2.6) 0 (0.0) 1 (1.3) 8 (2.1) 
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Dyspepsia 1 (1.3) 5 (6.6) 3 (3.9) 0 (0.0) 1 (1.3) 10 (2.6) 

Fatigue  0 (0.0) 3 (3.9) 1 (1.3) 0 (0.0) 4 (5.3) 8 (2.1) 

Nausea 1 (1.3) 1 (1.3) 4 (5.3) 1 (1.3) 0 (0.0) 7 (1.8) 

* Deemed by the investigator to be possibly, probably, or definitely related to study medication. 
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Supplemental Figure 1 - Difference in Mean Percent Change from Baseline (95% CI) in LDL-C 
(MK-0616 vs. Placebo) at Week 8 by Subgroup 
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BMI = Body Mass Index 
eGFR = estimated glomerular filtration rate 
Risk Categories are defined as the following: included the following: 

§ Clinical ASCVD:  LDL-C <70 mg/dL (<1.81 mmol/L)  
§ Intermediate/High ASCVD Risk:  LDL-C <100 mg/dL (<2.59 mmol/L) in participants with an ASCVD risk-equivalent 

and/or a 10-year risk of having an ASCVD event that is ≥7.5%; 
§ Borderline ASCVD risk:  LDL-C <130 mg/dL (<3.37 mmol/L) in participants with a 10-year risk of having an ASCVD 

event that is ≥5.0% and <7.5%. 
 


