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. Watchman
Visit N/Total (%)

45 day 349/401 (87.0)
6 month 347/375 (92.5)
12 month | 261/280 (93.2)
24 month | 95/101 (%94.1)
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HFAE WATCHMAN Control
N= 463 N= 244

Ei (years) 71.7+8.8 72.7+9.2
463 (46.0,95.0) | 244 (41.0, 95.0)
£ & (inches) 68.2+ 4.2 68.4+4.2
462 (54.0, 82.0) | 244 (59.0, 78.0)
& E (Ibs) 195.3 + 44.4 194.6 £ 43.1
463 (85.0, 376.0) | 244 (105.0, 312.0)

il
i 137/463 (29.6) 731244 (29.9)
B 326/463 (70.4) 171/244 (70.1)
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WATCHMAN Control
N= 463 N= 244

CHADS2}%4}
158/463 (34.1) 66/244 (27.0)
157/463 (33.9) 88/244 (36.1)
88/463 (19.0) 51/244 (20.9)
37/463 (8.0) 24/244 (9.8)
19/463 (4.1) 10/244 (4.1)
4/463 (0.9) 5/244 (2.0)

200/463 (43.2) 99/244 (40.6)
97/463 (21.0) 50/244 (20.5)
160/463 (34.6) 93/244 (38.1)

6/463 (1.3) 2/244 (0.8)
57.3% 9.7 56.7 % 10.1

460 (30.0, 82.0) 239 (30.0, 86.0)
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Events Total Rate Total Rate
Cohort (no.) pt-yr (95% Cl) s pt-yr (95% Cl)

900 pt-yr 48 554.2 8.7 312.0 42
(6.4,11.3) (2.2,6.7)
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Event-free
probability
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Rel. Risk
(95% Cl)

2.08
(1.18, 4.13)
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Events Total Rate

Cohort (no.) ptyr (95% CI) (no.) ptyr

900 pt-yr 20 582.3 3.4
(2.1,5.2)

Event-free
probability
o
(<)

o
o

X HE

Events Total Rate
(95% CI)

16  318.0 5.0

(2.8, 7.6)

Rel. Risk
(95% Cl)

(0.37, 1.41)
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Posterior
Probabilities

Non-
inferiority Superiority

0.998 0.837

ITT Cohort:
Non-inferiority
criteria met
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Events Total Rate Events Total Rate RR
Cohort (no.) pt-yr (95% CI) (no.) pt-yr (95% Cl) (95% Cl)
600 pt-yr 45 386.4 11.6 9 220.4 4.1 2.85
(8.5, 15.3) (1.9,7.2) (1.48,6.43)
900 pt-yr 48 554.2 8.7 13 312.0 4.2 2.08
(6.4, 11.3) (2.2,6.7) (1.18,4.13)
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Site implant group Any Serious

No. % No. %
Early patients (1-3) 13/154 84 10/154 6.5
Late patients (>4) 27/388 7.0 17/388 4.4
Total 40/542 7.2 27/542 5.0

* Continued ACCESS Registry

Any Serious

No. % No. %
1/88
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Device

Control Posterior probabilities

Rate
(95% CI) (no.)

3.4 8
(1.9, 5.5)

2.6 11
(1.5, 4.1)

Events Total
Cohort eve pt-yr

600 14 409.3
pt-yr
900 15
pt-yr

1.0 ¢

582.9

Events Total

Rate RR Non-

pt-yr (95% CI) (95% CI) inferiority

2236 3.6 0.96  0.927
(1.5, 6.3) (0.43, 2.57)

3.5 0.74
(1.7, 5.7) (0.36, 1.76)

Superiority
0.488

318.1 0.998 0.731

Randomization
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Device Control Posterior probabilities

Events Total Rate Events Total Rate RR Non- Superiority
Cohort (no.) pt-yr (95%Cl) (no.) pt-yr (95% Cl) (95% CI) inferiority
600 1 416.7 0.2 4 224.7 .8 0.13 0.998 0.986
pt-yr (0.0, 0.9) (0.5, 3.9) (0.00, 0.80)

1
5, 3.
900 1 5936 0.2 6 3194 1.9 0.09 >0.999  0.998
pt-yr (0.0, 0.6) (0.7, 3.7) (0.00, 0.45)

1.0 Randomization
WATCHMAN  ,jjocation (2 device:l

control)
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Control
ITT cohort: Superiority
criteria met
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