The SAS System 10/21/2015

Awaiting Time

iti RAN . % of
Site vslgfs po?;?ial v?:tss BAS AV\é{iI\tll\lng vF::t’\; goal adjusted prom(i)sed
labs goal (%)

Maine 246 2 128 1 72 125 57.9 57.6
Tufts 297 3 163 4 . 92 112 81.8 82.1
MedStar 319 4 183 2 2 119 150 78.9 79.3
Duke 229 3 145 2 1 78 150 51.7 52
South Carolina 155 . 64 . . 31 150 20.6 20.7
Florida 206 1 67 . . 39 150 25.9 26
Atlanta 172 . 142 . . 85 180 47.4 47.2
New York 177 1 68 . . 32 100 31.8 32
Northwestern 219 2 146 2 . 73 125 58.7 58.4
Tennessee 82 . 37 . . 28 150 18.6 18.7
Tulane 35 . 2 . . 2 150 1.3 1.3
Pennington 179 . 62 1 . 35 190 18.5 18.4
HealthPartners 431 . 273 2 . 181 300 60.5 60.3
Kansas 249 7 131 . 1 76 150 50.4 50.7
Baylor 200 2 79 . . 41 150 27.2 27.3
Nebraska 273 1 160 . . 75 126 59.1 59.5
UT Southwestern 82 1 56 . . 32 120 26.7 26.7
LA 214 3 103 1 . 62 120 51.8 51.7
Stanford 289 . 102 3 4 55 150 36.5 36.7
Baltimore 118 . 74 2 1 48 100 53 48
Cleveland 104 1 53 . . 30 100 33.1 30
Kaiser 259 . 220 2 1 126 130 107.1 96.9
Denver 143 8 60 1 1 23 65 63.3 35.4

4678 39 2518 23 11 1435 3243 40 44.2
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Cumulative Percent of Randomization Goal Achieved Through October 21st




Randomizations by Site
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Missed visits, (% of expected visits)

Study-wide = 3.3%
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Number of inactive and withdrawn participants

200

B Randomized
# Inactive

180

B Withdrawn

o O O O O O
O < N O o O
= = 1

sjuedpiyed jo JaquinN

o
4

o
(@

o

Includes only randomized participants.



% inactive and withdrawn participants
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Includes only randomized participants. Labels are number of participants (inactive; EOS).



Number of Participants Randomized

Study-Wide Randomizations per Month
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The SAS System

Site

Maine

Tufts

MedStar

Duke

South Carolina
Florida

Atlanta

New York
Northwestern
Tennessee
Tulane
Pennington
HealthPartners
Kansas

Baylor
Nebraska

UT Southwestern
LA

Stanford
Baltimore
Cleveland
Kaiser

Denver

Monthly AN SCR BAS RAN SCR:RAN
visits visits visits

RAN
goal

5.2
4.7
6.3
6.3
6.3
6.3
7.5
4.2
5.2
6.3
6.3
7.9
12.5
6.3
6.3
5.3
5
5
6.3
7.7
7.7
10
5.4
138.3

goal

125
112
150
150
150
150
180
100
125
150
150
190
300
150
150
126
120
120
150
100
100
130
65

246
297
319
229
155
206
172
177
219
82
35
179
431
249
200
273
82
214
289
118
104
259
143
4678

128
163
183
145
64
67
142
68
146
37

62
273
131

79
160

56
103
102

74

53
220

60

2518

72
92
119
78
31
39
85
32
73
28

35
181
76
41
75
32
62
55
48
30
126
23
1435

ratio

3.4
3.2
2.7
2.9
5
5.3
2
55
3
2.9
17.5
5.1
2.4
3.3
4.9
3.6
2.6
3.5
5.3
2.5
3.5
2.1
6.2
3.3

Time
adjusted
goal (%)

57.9
81.8
78.9
51.7
20.6
25.9
47.4
31.8
58.7
18.6
13
18.5
60.5
50.4
27.2
50.1
26.7
51.8
36.5
53
33.1
107.1
63.3
40

10/2015 10/2015 10/2015 10/2015 10/2015
SCR BAS RAN SCR:RAN RAN

visits visits visits ratio goal (%)
1 1 1 1 19
14 7 2 7 43
4 7 3 1.3 48
6 3 2 3 32
2
4 2 1 4 16
4 2 2 27
1
7 3 4 1.8 77
1
7 2 35 25
18 4 2 9 16
13 3 3 4.3 48
4
1 7 19
4 1
11 5
6 5
5 1
25 7 9 2.8 90
17 5
160 61 32 5 23

9/2015 9/2015 9/2015

9/2015

SCR BAS RAN SCR:RA
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9/2015
RAN
goal(%)

38
85
95
48
32
48
67
24
38

13
48
63
63
113
40
20
79
91
39
150
130
64




Randomizations By Site - Last 6 Months
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Cumulative Screening and Randomization Visits by Month
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