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Figure S1 Flow-chart: The 695 men randomly assigned in the SPCG-4 study
RT = radiation therapy; RP= radical prostatectomy
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Table S1. Baseline Clinical Characteristics: The 695 Men in the SPCG-4 Study by Randomization Group and Risk Group Category.

All Low risk Intermediate risk High risk
Characteristics Radical Watchful Radical Watchful Radical Watchful Radical Watchful
prostatectomy waiting prostatectomy waiting prostatectomy waiting prostatectomy waiting
(n=347) (n=348) (n=118) (n=131) (n=148) (n=133) (n=81) (n=84)
Age
< 65 years 157 (45.2) 166 (47.7) 59 (50) 65 (49.6) 63 (42.6) 65 (48.9) 35 (43.2) 36 (42.9)
> 65 years 190 (54.8) 182 (52.3) 59 (50) 66 (50.4) 85 (57.4) 68 (51.1) 46 (56.8) 48  (57.1)
Mean (sd), years 64.6 (5.1) 645 500 642 (@47 646 (5.00 649 (5.5) 64 4.7 648 (49) 652 (5.5)
Mean PSA, ng/ml 13.5 12.3 5.8 52 11.5 11.4 28.5 24.6
Tumor stage — no. (%)
T1b 33 (9.5) 50 (14.4) 19 (16.1) 24 (18.3) 10 (6.8) 16  (12) 4 49 10 (11.9)
Tlc 43 (12.4) 38 (10.9) 14 (11.9) 15 (11.5) 17 (11.5) 14 (10.5) 12 (14.8) 9 (10.7)
T2 270 (77.8) 259 (74.4) 84 (71.2) 92 (70.2) 121 (81.8) 103 (77.4) 65 (80.2) 64 (76.2)
Unknown" I (0.3) 1 (0.3) 1 (0.8) 0 (0.0 0 (0.0 0 (0.0 0 (0.0 1 (1.2)
WHO grade — no. (%)
1 168 (48.4) 166 (47.7) 78 (66.1) 92 (70.2) 65 (43.9) 46 (34.6) 25 (30.9) 28 (33.3)
2 178 (51.3) 182 (52.3) 39 (33.1) 39 (29.8) 83 (56.1) 87 (65.4) 56 (69.1) 56  (66.7)
Unknown 1 (03) 0 (0.0 1 (0.8) 0 (0.0 0 (0.0 0 (0.0 0 (0.0 0 (0.0)



Gleason score — no. (%)
2-4
5-6
7
8-10
Unknown

Method of detection — no. (%)

o e . o)
Opportunistic screening

Coincidental$

TURP
Symptoms
Other
Unknown

PSA level — no. (%)
<4 ng/ml
4-6.9 ng/ml
7-10 ng/ml
10.1-20 ng/ml

>20 ng/ml

44

165

717

14

47

18

87

40

152

49

43

60

68

100

69

(12.7)
(47.6)
(22.2)

(4.0)

(13.5)

(5.2)

(25.1)
(11.5)
(43.8)
(14.1)

(0.3)

(12.4)
(17.3)
(19.6)
(28.8)

(19.9)

46

166

82

21

33

18

91

56

138

44

63

60

67

95

60

(13.2)
(47.7)
(23.6)

(6.0)

(9.5)

(5.2)

(26.1)
(16.1)
(39.7)
(12.6)

(0.3)

(18.1)
(17.2)
(19.3)
(27.3)

(17.2)

29

79

10

25

25

46

14

33

36

49

(24.6)

(66.9)

(8.5)

(6.8)

(21.2)
(21.2)
(39.0)
(11.9)

(0.0)

(28.0)
(30.5)

(41.5)

31

88

12

35

29

43

16

49

42

40

(23.7)

(67.2)

9.2)

(6.1)

(26.7)
(22.1)
(32.8)
(12.2)

(0.0)

(37.4)
(32.1)

(30.5)

15

54

58

21

41

70

22

21

16

96

(10.1)
(36.5)
(39.2)

(0.0)

(14.2)

(3.4)

(27.7)

(6.1)
(47.3)
(14.9)

(0.7)

(5.4)
(14.2)
(10.8)

(64.9)

11

51

54

17

36

18

59

14

15

25

81

(8.3)
(38.3)
(40.6)

(0.0)

(12.8)

(3.8)

27.1)
(13.5)
(44.4)
(10.5)

(0.8)

(6.8)
(11.3)
(18.8)

(60.9)

0

32

19

14

16

21

36

13

(0.0)
(39.5)
(23.5)
(17.3)

(19.8)

(6.2)

(25.9)
(7.4)
(44.4)
(16)

(0.0)

(2.5)
(3.7)
(3.7)
(4.9)

(85.2)

4

27

28

21

(9]

20

36

14

(9]

14

60

(4.8)
(32.1)
(33.3)

(25)

(4.8)

(6.0)

(23.8)
(10.7)
(42.9)
(16.7)

(0.0)

(6.0)
(3.6)
(2.4)

(16.7)

(71.4)



Unknown 7 Q) 3 (0.9) - - - - 7 (@4.7) 3 (23) 0 (0.0) 0 (0.0)

"Diagnosis was made by cytologic examination only in 55 patients; a biopsy specimen could not be retrieved in 24 patients.
“PSA levels assayed due to opportunistic screening in asymptomatic men

$Coincidental detection due to other symptoms for which rectal examination was carried out.

Low risk: PSA< 10 and either Gleason score <7 or WHO grade 1 for those with only cytology diagnosis.

High risk: PSA > 20 or Gleason score > 7.

Intermediate risk: all that did not fulfill the criteria for low or high risk.
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