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WEB-ONLY SUPPLEMENT 
 
 
Methods: 

 
Due to an administrative error, two randomized patients in MOTIVATE 2 received 

incorrect study treatment for 4 weeks, one randomized to maraviroc twice-daily 

received placebo and one randomized to placebo received maraviroc twice-daily.  

Efficacy results were qualitatively similar including or removing these patients from 

the analyses. 

 

A single pre-planned 24-week analysis of safety and efficacy was conducted by the 

study team and reviewed by the independent Data and Safety Monitoring Board 

who recommended that the study should continue unchanged.   
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Supplemental Table 1:  Grade 3/4 Laboratory Events (combined MOTIVATE 1 & 2 data)* 
 

Placebo + OBT Maraviroc QD + 
OBT 

Maraviroc BID 
+ OBT  

N=207 N=408 N=421 
Clinical Chemistry 
glucose (fasting): 
hypoglycemia Grade 3 (30-39 mg/dL) 0 1 (0.2%) 0 
 Grade 4 (<30 mg/dL) 0 0 0 
amylase Grade 3 (>2.0–5.0x ULN) 12 (5.8%) 26 (6.4%) 24 (5.7%) 
 Grade 4 (>5.0x ULN) 0 3 (0.7%) 1 (0.2%) 
lipase Grade 3 (>2.0–5.0x ULN) 7 (7.7%) 13 (7.7%) 8 (5.0%) 
 Grade 4 (>5.0x ULN) 0 1 (0.6%) 2 (1.3%) 
Electrolytes 
sodium (hypernatremia) Grade 3 (158-165 mEq/L) 0 0 0 
 Grade 4 (>165 mEg/L) 0 0 0 
sodium (hyponatremia) Grade 3 (116-122 mEq/L) 0 1 (0.2%) 1 (0.2%) 
 Grade 4 (<116 mEq/L) 0 0 0 
potassium (hyperkalemia) Grade 3 (6.6-7 mEq/L) 0 1 (0.2%) 0 
 Grade 4 (>7.0 mEq/L) 0 0 0 
potassium (hypokalemia) Grade 3 (2-2.4 mEq/L) 0 1 (0.2%) 0 
 Grade 4 (<2 mEq/L) 0 0 0 
calcium† (hypercalcemia) Grade 3 (12.6-13.5 

mg/dL) 
0 0 0 

 Grade 4 (>13.5 mg/dL) 0 0 0 
calcium† (hypocalcemia) Grade 3 (6.1-6.9 mg/dL) 0 2 (0.5%) 2 (0.5%) 
 Grade 4 (<6.1 mg/dL)) 1 (0.5%) 0 0 
Hematology 
hemoglobin Grade 3 (6.5-6.9 g/dL) 0 1 (0.2%) 1 (0.2%) 
 Grade 4 (<6.5 g/dL) 0 2 (0.5%) 1 (0.2%) 
platelets Grade 3 (20-49 103/mm3) 2 (1.0%) 2 (0.5%) 1 (0.2%) 
 Grade 4 (<20 103/mm3) 0 0 0 
absolute neutrophil count Grade 3 (500-749/mm3) 5 (2.4%) 6 (1.5%) 13 (3.1%) 
 Grade 4 (<500/mm3) 0 3 (0.7%) 5 (1.2%) 
Renal Function 
creatinine Grade 3 (>3x-6x ULN) 1 (0.5%) 3 (0.7%) 1 (0.2%) 
 Grade 4 (>6x ULN) 0 0 0 
 
* Irrespective of baseline grade.  There was no evidence of significant differences among study arms.  
Comparisons are post-hoc and unadjusted for duration of treatment exposure or multiple testing.   
 
† corrected for albumin 
 
OBT, optimized background therapy; x, times; ULN, upper limit of normal



  

Supplemental Table 2: Grade 1-4 hepatic laboratory test abnormalities (combined MOTIVATE 1 & 2 
data)* 
 
  Placebo+ OBT 

N=207 
Maraviroc QD 

+ OBT 
N=408 

Maraviroc BID 
+ OBT 
N=421 

Grade 1  
 

77 (37%)** 125 (31%)** 110 (26%)** 

Grade 2 
 

17 (8%) 34 (8%) 44 (10%) 

Grade 3 
 

6 (3%) 12 (3%) 14 (3%) AST 

Grade 4 
 

0 4 (1%) 6 (1%) 

Grade 1 
 

63 (30%) 120 (29%) 103 (24%) 

Grade 2 
 

15 (7%)** 20 (5%)** 43 (10%)** 

Grade 3 
 

6 (3%) 16 (4%) 7 (2%) ALT 

Grade 4 
 

1 (0.5%) 2 (0.5%) 4 (1%) 

Grade 1 
 

18 (9%) 34 (8%) 36 (9%) 

Grade 2 
 

22 (11%) 35 (9%) 32 (8%) 

Grade 3 
 

8 (4%) 28 (7%) 21 (5%) bilirubin (total) 

Grade 4 
 

3 (1%) 5 (1%) 2 (0.5%) 

Grade 1 
 

24 (12%) 52 (13%) 45 (11%) 

Grade 2 
 

1 (0.5%) 13 (3%) 11 (3%) 

Grade 3 
 

0 1 (0.2%) 1 (0.2%) 
alkaline 

phosphatase 

Grade 4 
 

0 1 (0.2%) 0 

 
 
 
 
 
 
                     

* Irrespective of baseline grade.  There was no evidence of significant differences among study arms, except as 
noted.  Comparisons are post-hoc and unadjusted for duration of treatment exposure or multiple testing.   
** P=0.02 
 

AST, ALT and Alkaline Phosphatase 
Grade 1: ≥1.25x - ≤2.5x ULN 
Grade 2: >2.5x - ≤ 5.0x ULN 
Grade 3: >5.0x - ≤10.0x ULN 
Grade 4: >10.0x ULN 

Bilirubin 
Grade 1: >1.0x - ≤1.5x ULN 
Grade 2: >1.5x - ≤ 2.5x ULN 
Grade 3: >2.5x - ≤5.0x ULN 
Grade 4: >5.0x ULN 



  

OBT, optimized background regimen; AST, aspartate aminotransferase; ALT, alanine aminotransferase; x, 
times; ULN, upper limit of normal 



Supplemental Figure 2: Treatment Responses over 48 Weeks* 
 
 
(A) HIV-1 RNA Suppression † 
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Maraviroc, twice daily 
plus OBT  
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MOTIVATE 2 
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(B) Time to Protocol-Defined Treatment Failure 
 

Placebo plus OBT Maraviroc, once daily 
plus OBT

Maraviroc, twice daily 
plus OBT  
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(C) CD4 Cell Count ‡ 
Placebo plus OBT Maraviroc, once daily 

plus OBT
Maraviroc, twice daily 
plus OBT  
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OBT, optimized background therapy; QD, once daily; BID, twice daily; PBO, placebo; MVC, 
maraviroc 
 
* All patients who received at least one dose of study treatment. 
† HIV-1 RNA value defined as the baseline level if missing or if patient discontinued before 
48 weeks. 
‡ Last observation carried forward 




