
Evidence table 9. Results of Studies of Antithrombotic Therapies for Patients with Atrial Fibrillation


Evidence table 9. Continued



Patient Characteristics1
Therapy2
Outcomes

Author,
Journal,
Year
Mean Age (years)
Male N (%)
Stroke or TIA N (%)
Paroxs N (%)
DM N (%)
CHF N (%)
HTN N (%)
Drug
Above Target Range (%)
In Target Range (%)
Below Target Range (%)
Mean Followup Time (months)
Stroke N (%)
Embolism N (%)
Major Bleed N (%)
Minor Bleed N (%)
Deaths N (%)
Comments

SPAF I,
Circulation, 1991
66
303 (72)
34 (8.1)
151 (36)
66 (16)
70 (17)
219 (52)
Warfarin 210
5
71
23
148
6 (2.9)

4 (1.9)


Had warfarin-eligible and warfarin-ineligible arms; the warfarin ineligible arm consists of patients considered to be at high risk of bleeding, aspirin vs. placebo comparison consists of patients from both warfarin eligible and warfarin ineligible arms









Placebo (W)3 211




139
17 (8.0)
1 (0.5)
4 (1.9)



SPAF I, Circulation, 1991
67
790 (71)
73 (6.5)
376 (34)
196 (18)
224 (20)
588 (52)
Aspirin 552




156
23 (4.2)
3 (0.5)
10 (1.8)











Placebo (a) 568




154
42 (7.4)
4 (0.7)
14 (2.5)



SPAF II,
Lancet,
1991
65
539 (75)
43 (6.0)
233 (33)
122 (17)
125 (17)
378 (53)
Warfarin (I)4 358
5
75
20
368
13 (6.6)
1 (0.5)
6 (2.0)


Study  with the longest followup time, should be generalizable given liberal enrollment criteria, mean age of patients, older than iin the other trials









Aspirin (I) 357



364
19 (5.3)
2 (0.6)
2 (0.6)




SPAF II,
Lancet,
1991
80
225 (58)
37 (96)
90 (23)
50 (13)
98 (25)
200 (52)
Warfarin (II) 197
6
72
22
240
13 (6.6)
1 (0.5)
7 (4.0)












Aspirin (II) 188



240
18 (9.6)
0
3 (2.0)




SPAF III,
Lancet,
1996
71
629 (60)
381 (3.7)
167 (16)
191 (18)
234 (32)
329 (32)
Aspirin, low dose Warfarin 521



128
43 (8.4)
1 (0.2)
13 (2.5)


Patients with one of four factors considered to be at high risk for stroke









Warfarin 523



133
41 (2.1)
0
12 (2.3)




BAATAF,
N Engl J Med,
1990
69
304 (72)
14 (3.3)
70 (17)
63 (15)
109 (24)
214 (51)
Warfarin 212
9
83
8
276
2 (0.9)

2 (0.9)


Lowest target INR of all of the studies, achieved target range most often of all of the studies









Placebo 208



252
13 (6.3)

1 (0.5)
21 (10)
26 (13)


CAFA,
JACC,
1994
67
282 (75)
14 93.7)
26 (6.9)
45 (12)
83 (22)
146 (39)
Warfarin 187
17
44
40
15.2
6 (3.2)
1 (0.5)
5 (2.7)
30 (16)
10 (5.3)
INR measurements below target range a large percentage of the tiime, study was terminated early









Placebo 191



15.2
9 (4.7)
2 (1.0)
1 (0.5)
18 (9.0)
8 (4.2)


SPINAF,
N Engl J Med,
1992
67
525 (100)
0
0
97 (180)
160 (30)
305 (58)
Warfarin 260
15
56
29
246
4 (1.5)
4 (1.5)
7 (2.7)
64 (25)
NR
Received the highest quality score of all of the studies, only males enrolled









Placebo 265



204
19 (7.0)
6 (2.3)
4 (1.5)
46 (17)
NR


AFASAK I,
Lancet,
1989
74
540 (54)
58 (5.8)
0
84 (8.3)
521 (52)
323 (32)
Warfarin 335
6
71
26
unknown5
5 (1.5)
0
1 (0.3)
20 (6.0)
NR










Aspirin 336



unknown
15 (4.5)
3 (0.9)
1 (0.3)
1 (0.3)
NR
Unknown actual followup time but yearly incidence of stroke presented in paper









Placebo 336



unknown
16 (4.8)
2 (0.6)
0
0
NR


AFASAK II,
Arc Intern Med,
1998
73
102 (60)
14 (9)
0
23 (13)
120 (71)
72 (42)
Warfarin 170
9
73
18
30
9 (5.3)
2 (1.2)
4 (2.3)
42 (25)
17 (10)










Aspirin 169



30
8 (4.7)
1 (0.6)
5 (3.0)
26 (15)
14 (8.3)










Aspirin and low dose Warfarin 171



31
11 (6.4)
1 (0.6)
1 (0.6)
28 (16)
9 (5.3)










Low dose Warfarin 167



30
13 97.8)
1 (0.6)
3 (1.8)
21 (13)
6 (3.4)


EAFT,
Lancet,
1993
71
248 (56)
439 (100)
110 (25)
57 (13)
39 (9)
186 (42)
Warfarin 225
9
59
32
28
20 (8.9)

13 (5.8)
47 (21)
41 (18)
A secondary prevention study had warfarin-eligible and warfarin-ineligible arms similar to SPAF I; aspirin vs. placebo compari​son consists of patients from both warfarin-eligible and war​farin-ineligible arms









Placebo (w) 214



28
50 (23)

3 (1.4)
11 (5.1)
44 (21)


EAFT,
Lancet,
1993
71
438 (56)
782 (100)
192 (25)
101 (13)
89 (11)
376 (48)
Aspirin 404



28
88 (22)

6 (1.5)

6 (1.5)










Placebo (a) 378)



28
90 (24)

4 (1.0)
21 (5.5)
99 (26)


Morocutti,
Stroke,
1997
73
434 (47)
916 (100)
251 (27)
160 (17)
302 (33)
509 (56)
Warfarin 454
2
84
14
unknown
10 (2.2)
5 (1.1)
5 (1.1)
19 (4.2)
32 (70)
Only trial of a nonsteroidal anti-inflammatory agent









Indobufen 462



unknown
18 (4.0)
8 (1.7)
1 (0.2)
3 (0.6)
35 (7.6)


Harenberg,
Semin Hem Throm,
1991
67
18 (24)
21 (28)
0
24 (32)


LMWH6



40
2 (5.7)
1 (2.8)



A secondary prevention study, smallest study, likely under​powered









Placebo (40)



47
6 (15)
2 (5.0)





1 TIA = transient ischemic attack; Parox = paroxysmal atrial fibrillation; DM = diabetes mellitus; CHF = congestive heart failure; HTN = hypertension
2 Above target range = percentage of INR measurements above the target range; in target range = percentage of INR measurements with target range; below target range = percentage of INR measurements below the target range
3 (W) = control group for the warfarin-treated patients; (a) control group for the aspirin-treated patients
4 Study involves two parallel trials; group I patients are ( 75 yrs; group II patients are ( 75 years
5 Actual time of followup is unknown; planned followup of 24 months
6 LMWH = low molecular weight heparin
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