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4.  

4.1  

4.1.1  
 

41

17 29 122

16 12 17 169

 

 

 

 

 

4.2  

4.2.1  

4.2.1.1  

 

 

4.2.1.2  

 

 

4.2.1.3  

 

 

4.2.1.4  

 

 

4.2.1.5  

 

 

4.2.1.6  

 

 

 

4.2.2  

4.3.

 

 

 

4.2.3  

4.3.
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4.2.4  

4.3.  

 

 

 

 

 

4.3  

B
TAG 08-01

TAG 08-02 2  
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 TAG08-01                          3 

 TAG08-01 

 

 

 

 50  

 

 

 

 

  
, 1 ,  

, 1  

 ×  × 

 ×    

CT ×  × 

  ×  

   × 
 

 

2010 2012  

2013  

 

 30  

 
Richard Cambria, M.D. 

Massachusetts General Hospital 

40  

26  

50 74

1.5

 

30 8.0%

25% 0.01

 

UADE 1 FDA

CTAG

CTAG IFU  
30

97.5%

 

 

 



 

  50

  TAG08-02                         6 

 TAG08-02 

 

 

 

 51  

 

 

 

 

  
, 1 ,  

, 1  

 ×  × 
CT  ×   × 

  ×  

   × 
 

 

2009 12 2011  

2011 28  

 

 30  

30  

 
Mark Farber, M.D. 

University of North Carolina at Chapel Hill 

28  

21  

51 57

1.1

 

30 7.8%

30 SAE 39.2%
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30

15 92

 

 

 

30

 

 0.25  

0.1 100 

0.11 100 

0.12 99 

0.13 98 

0.14 96 

0.15 92 

0.16 85 

0.17 76 

0.18 65 

0.19 53 

0.2 41 

CTAG 0.25
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4.3.1.1.2  

 

 

 
  

1) : 

 14  

  

 

 

 

 

  

 

2) 18 80

 

3) 

 

 

 

 

4) 

 

 

 

 2.0 

cm  

 

16 42 mm

 

 

 

  

  

 

5) 

 

 

6) 
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1) 1

  

2)

 

 

3) 

 

4) 

 

5) 

 

 

6) 90 mmHg

  

7) 

CT  

 

8) 2.5 mg/dL

 

 

 ASA 24

 

 

10)  

 

11 30

  

12) 

 

 

13) 

 

 

14

 

                                         

1 Svensson LG, Labib SB, Eisenhauer AC, Butterly JR. Intimal tear without hematoma: an important variant of aortic 

dissection that can elude currentimaging techniques. Circulation 1999 Mar 16;99(10):1331-6. 
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15

 

 

16) 

 

 

17) 

  

18) 
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4.3.1.1.3  

 

10 1

4.3.1.1.8  

 

 

 

 

 

  

 

 0801-134-003 80

 

 0801-139-001

CT IVUS 15  

 0801-140-004 IFU

CT IVUS

 

IRB

IRB

 

 

 0801-159-001 IRB

 

FDA

IRB  

 

 

 
FDA IRB

 

 

 0803-312-003 TAG 08-01 TAG 08-03

 

 0801-120-007

 

 

102 420

IRB

FDA  
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103 120 130 131 135 140 146 327

361   

 

CT

7

 

 

 

 
2 
 

 
 

 1
 

 

 

CT  

 

 

 

 

 

 50 50 (100.0%)  -   -   -   

 48 48 (100.0%)  -   -   -   

 45 45 (100.0%)  0 (0.0%) 4 (8.9%)  6 (13.3%)  

 45 45 (100.0%)  4 (8.9%)  7 (15.6%)  11 (24.4%)  

12  43 43 (100.0%)  4 (9.3%)  5 (11.6%)  8 (18.6%)  

24  33 22 (66.7%)  2 (9.1%)  2 (9.1%)  6 (27.3%)  

36  9 0 (0.0%) -   -   -   

48  0 -   -   -   -   

60  0 -   -   -   -   

14 15 59 60 242 12 243 546

24 547 911 36 912 1275 48 1276 1640 60 1641 2006  
1

 
2  
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4.3.1.1.4  

8 74%

56% 57.5 31 83  

 8  

 CTAG  
 50 

  
  

 37 (74.0%) 
 13 (26.0%) 

  
  

 46 (92.0%) 
 4 (8.0%) 

  
  

 28 (56.0%) 
 17 (34.0%) 

 1 (2.0%) 
 1 (2.0%) 

 0 (0.0%) 
 0 (0.0%) 
 3 (6.0%) 

 0 (0.0%) 
  

  
 50 

 57.1 (11.6) 
 57.5 

 (31.0, 83.0) 
  

kg   
 50 

 97.4 (23.5) 
 94.3 

 (58.5, 148.0) 
  

cm   
 50 

 173.5 (10.2) 
 175.0 

 (152.0, 201.0) 
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9

 

 9  

 CTAG  
 50 

    
 47 (94.0%)  

 27 (54.0%)  
 16 (32.0%)  

 11 (22.0%)  
COPD  10 (20.0%)  

 10 (20.0%)  
 9 (18.0%) 

CAD  7 (14.0%) 
 6 (12.0%) 

 5 (10.0%) 
 5 (10.0%) 

 5 (10.0%) 
 3 (6.0%) 

CABG 2 (4.0%) 
 2 (4.0%) 

 2 (4.0%) 
 2 (4.0%) 

 1 (2.0%) 
 1 (2.0%) 

TIA 1 (2.0%) 
 0 (0.0%) 
 0 (0.0%) 

 0 (0.0%)  
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10 ASA NYHA

ASA IV

NYHA

 

 10  

 
 CTAG  

 50 
    
ASA    

I 2 (4.0%)  
II 2 (4.0%)  
III 20 (40.0%)  
IV 26 (52.0%)  
V 0 (0.0%)  

   
NYHA    

I 11 (22.0%)  
II 6 (12.0%)  
III 1 (2.0%)  
IV 0 (0.0%)  

 32 (64.0%)  

 

 

 

 
11

14  
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 11.  

 CTAG  

 50 

  

  

 40 (80.0%) 

 33 (66.0%) 

 25 (50.0%) 

 15 (30.0%) 

 7 (14.0%) 

 3 (6.0%) 

 2 (4.0%) 

 1 (2.0%) 

 0 (0.0%) 

 0 (0.0%) 

  

  

 50 

 1.2 (1.8) 

 0.4 

 (0.0, 7.3) 

  

  

 49 (98.0%) 

14  1 (2.0%) 

15  0 (0.0%) 

  

  

DTA  5 (10.0%) 

 4 (8.0%) 

SMA  1 (2.0%) 

 5 (10.0%) 

IMA  5 (10.0%) 

 30 (60.0%) 

  

  

 39 (78.0%) 

 9 (18.0%) 

 2 (4.0%) 

  
1,2 41 

 15 (36.6%) 

 30 (73.2%) 

 18 (43.9%) 

 3 (7.3%) 
1  
2  
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41

12  

 

 12.  

 CTAG  
 50 

 41 
  

  
 12 (29.3%) 
 7 (17.1%) 

 7 (17.1%) 
 5 (12.2%) 

 3 (7.3%) 
 3 (7.3%) 

 1 (2.4%) 
 1 (2.4%) 

 1 (2.4%) 
 1 (2.4%) 

 0 (0.0%) 
 0 (0.0%) 

 0 (0.0%) 
 0 (0.0%) 
 0 (0.0%) 
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TAG 08-01

13 0801-140-004

2.0 cm

16 42 mm

 

 

 13  
 

 CTAG  
 50 

   
mm   
 49 

 30.8 (3.8) 
 31.0 

 (24.0, 42.0) 
  

mm   
 50 

 24.5 (8.9) 
 23.5 

 (8.0, 58.0) 
  

mm   
 50 

 11.6 (8.9) 
 10.0 

 (0.0, 46.0) 
  

mm   
 50 

 28.0 (8.5) 
 28.5 

 (12.0, 45.0) 
  

mm   
 50 

 40.2 (8.1) 
 38.5 

 (28.0, 65.0) 
  

cm   
 49 

 5.1 (3.8) 
 3.5 

 (2.0, 16.3) 
  

cm   
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 CTAG  
 47 

 35.3 (15.4) 
 38.3 

 (3.9, 66.0) 
  

  
 18 (36.0%) 
 31(62.0%) 

 1 (2.0%) 
  

  
mm   

 49 
 14.6 (3.7) 

 14.0 
 (7.0, 27.0) 

  
mm   

 49 
 9.6 (2.1) 

 10.0 
 (0.0, 13.0) 

  
mm   

 49 
 13.6 (3.4) 

 14.0 
 (4.0, 25.0) 

  
mm   

 49 
 9.9 (2.1) 

 10.0 
 (0.0, 15.0) 

   



 

  67

4.3.1.1.5  

50 74 14

31 62.0%

1.5

15  

 

14  

  

mm  mm  
cm  

 

50  

 

 

74  

 

28  28  10  2 (4.0%)  2 (2.7%)  

28  28  15  3 (6.0%)  3 (4.1%)  

31  31  10  2 (4.0%)  2 (2.7%)  

31  31  15  12 (24.0%)  14 (18.9%)  

34  34  10  2 (4.0%)  2 (2.7%)  

34  34  15  6 (12.0%)  6 (8.1%)  

34  34  20  17 (34.0%)  17 (23.0%)  

37  37  10  3 (6.0%)  3 (4.1%)  

37  37  15  6 (12.0%)  6 (8.1%)  

37  37  20  5 (10.0%)  5 (6.8%)  

40  40  10  2 (4.0%)  2 (2.7%)  

40  40  15  6 (12.0%)  6 (8.1%)  

40  40  20  4 (8.0%)  4 (5.4%)  

45  45  20  2 (4.0%)  2 (2.7%)  

CTAG  

 

15.  

  

 50 

 50 

  

  

1   31 (62.0%) 

2   15 (30.0%) 

3   3 (6.0%) 

4   1 (2.0%) 

  

 50 

 1.5 (0.7) 

 1.0 

 (1.0, 4.0) 
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4.3.1.1.6  

 

168 200 mL

 

72%

36

25.0% 16

17  

 

16.  

  95% CI 

 50  

   

   

 50  

 175.3 (99.9) (147.6, 203.0) 

 168.0  

 (43.0, 467.0)  

   

mL    

 50  

 246.6 (227.9) (183.4, 309.8) 

 200.0  

 (10.0, 1000)  

   

 50 (100.0%) (92.9%, 100.0%) 

   

   

 47 (94.0%)  

 3 (6.0%)  

   
1 26 (52.0%)  

 0 (0.0%)  

 2 (7.7%)  

 2 (7.7%)  

 20 (76.9%)  

 4 (15.4%)  

 5 (19.2%)  

 6 (23.1%)  
1  
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17  

  

    

 14 (28.0%)  8 (16.0%)  19 (38.0%)  

  0 (0.0%)  0 (0.0%)  2 (4.0%)  

  0 (0.0%)  1 (2.0%)  6 (12.0%)  

 

 

 

 

 

 

 

 

 

TAG 08-01 52 26/50

41

46.4 19/41

53.6 22/41  

 

34.3

73 TAG 08-01 53.6 22/41

 18  
 



 

  70

 18.  

 
  

  

Feezor RJ
(2009), J Vasc 
Surg 

B
TEVAR

33  
 33% 

(11/33) 

73% (8/11) 
 

15 27
 

Ryan C  
(2013), J Vasc 
Surg 

1999 2008

B TEVAR
61  

/
 

100% 
(61/61) 41% (25/61) 

Szeto WY  

(2008), Ann 
Thorac Surg 

2004 2007
B

TEVAR
35  

 
48.6% 
(17/35) 34.3% (12/35) 

 

 

TAG 08-01

20

 

 

TAG 08-01

Class IIa  B 

Level B  

 

TAG 08-01 1

TAG 08-01

 

 

TAG 08-01 20

11

Class IIa

Level B  

TAG 08-01

TAG 08-01
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TAG 08-01

 SMART

 

 

TAG 08-01

 

 

TAG 08-01

 

 

TAG 08-01

 

 

TAG 08-01

 

 

22  19  
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 19.  

     

0801-103-002 

  

 

 
 

 
 

 

0801-112-005 

  
 

POD 676

 

 

 
 

 

0801-120-005 

 
 

POD 

 
 -  - AE

POD 0  
 

 
 

POD 

 

0801-120-006 
 

 
iCAST  

 

POD 238

TAG

 

0801-120-007 
 

 
 

 - 

  

0801-130-001 

 

 

8 mm

 
 

 
 

 
  

0801-131-001 

  

 POD 1

POD 62  

 
 

 
 

 POD 1

POD 62  

0801-134-004   



 

  73

 

 

 

0801-135-001 

 

 
 

POD 0

TAG

 
 

   

0801-140-004 

 

 
 

 

   
 

0801-141-008  
1.  2. 

 

1) CTAG

2) 

 

POD 5

POD 2

 

0801-146-002 

 

   

 

 

  
 

 

 

7-Fr

7 x 37 Express

 

 

0801-146-003 

 

   

Express

 

 
  

0801-181-008 
 

  
 

POD 3

 

0801-181-009 
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0801-300-002 
 

 
  

 

0801-306-003 

   

  

 
 

0801-312-001 
 

  
 

POD 156

TAG

 

0801-327-002 
 

 
 

POD 7

 

0801-327-003 
 

    

0801-327-004 
 

 
 

 

0801-336-001 
 

 

POD 1
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4.3.1.1.7  

10 41

ICU ICU 4.8

92.0% 20  

 

20  

  95% CI 

 50  

    

   

 50  

 13.8 (9.8) (11.1, 16.5) 

 10  

 (0, 41.0)  

   

ICU    

 50 (100.0%) (92.9%, 100.0%) 

 0 (0.0%)  

   

ICU    

 50  

 7.6 (7.4) (5.6, 9.7) 

 4.8  

 (0.0, 31.8)  

   

   

 47 (94.0%)  

 3 (6.0%)  

   

   

 50  

 3.7 (5.9)  

 1.0  

 (0, 26.0)  

    

 46 (92.0%)  
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4.3.1.1.8   

(1)  

30

50 30

21  

21.  

 

 

30

 

30

 
 

Pr ( <  

) 
 

Pr ( ) 

50 50 4 0.0800 0.25 0.998 0.987 

 

22

 

22.  

 

 

30

 

30

 
 

Pr ( <  

) 
 

Pr ( ) 

50 50 5 0.1000 0.25 0.994 0.962 

 

30

0.25 0.994

2 99

50  

 

 

2.  

30  

N = 50 

Pr ( <0.25 | ) = 0.994 
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1)  

2)  

3)  

4)  

 

5)  

 

 

 

 

a) 48  

b) 48

 

c)  

d)  

 

a)  

b) 

 

 

 

 

1.  

2.  
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30 SAE  

30 24 30

28 56% 17  

 

24 30  

  

 50 

 28 (56.0%) 

  

 7 (14.0%) 

 4 (8.0%) 

 4 (8.0%) 

 4 (8.0%) 

 3 (6.0%) 

 3 (6.0%) 

 2 (4.0%) 

 2 (4.0%) 

 2 (4.0%) 

 2 (4.0%) 

 2 (4.0%) 

 2 (4.0%) 

 2 (4.0%) 

 2 (4.0%) 

 2 (4.0%) 

 2 (4.0%) 

 2 (4.0%) 

 2 (4.0%) 

 2 (4.0%) 

 2 (4.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 
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 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

MedDRA V15.1 
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(5)  

25  

25  

  

      12  24  36  48  60   

 50 48 45 45 42 22 1 0 0 50 

 14(28.0%) 23(47.9%) 10(22.2%) 9(20.0%) 4(9.5%) 6(27.3%) 1(100.0%) -   -   33(66.0%) 

                      

 0(0.0%) 3(6.3%) 3(6.7%) 1(2.2%) 1(2.4%) 1(4.5%) 0 (0.0%) -   -   7(14.0%)  

 -   0(0.0%) 1(2.2%) 0(0.0%) 1(2.4%) 0(0.0%) -   -   -   2(4.0%)  

 -   -   1(2.2%) -   0(0.0%) -   -   -   -   1(2.0%)  

 -   -   0(0.0%) -   1(2.4%) -   -   -   -   1(2.0%)  

NEC -   1 (2.1%)  0 (0.0%) 1 (2.2%)  0 (0.0%)  0 (0.0%) -   -   -   2 (4.0%)  

 -   1 (2.1%)  - 1 (2.2%)  - - -   -   -   1 (2.0%)  

 -   0 (0.0%) - 1 (2.2%)  - - -   -   -   1 (2.0%)  

NEC -   1 (2.1%) 1 (2.2%)  0 (0.0%)  0 (0.0%) 0 (0.0%) -   -   -   2 (4.0%) 

 -   1 (2.1%) 1 (2.2%)  -   -   -   -   -   -   2 (4.0%) 

 -   1 (2.1%) 1 (2.2%)  0 (0.0%)  0 (0.0%) 0 (0.0%) -   -   -   2 (4.0%) 

 -   1 (2.0%)  1 (2.2%) -   -   -   -   -   -   2 (4.0%) 

 -   0 (0.0%) 0 (0.0%)  0 (0.0%)  0 (0.0%) 1 (4.5%) -   -   -   1 (2.0%) 

 -   -   - -   -   1 (4.5%) -   -   -   1 (2.0%) 

 -   1 (2.1%) 0 (0.0%)  0 (0.0%)  0 (0.0%) 0 (0.0%) -   -   -   1 (2.0%) 

 -   1 (2.1%) -   -   -   -   -   -   -   1 (2.0%) 

 0 (0.0%)  1 (2.1%) 1 (2.2%)  1 (2.2%) 0 (0.0%)  2 (9.1%) 0 (0.0%) -   -   5 (10.0%)  

NEC -   1 (2.1%) 0 (0.0%)  0 (0.0%)  -   2 (9.1%) -   -   -   3 (6.0%)  

 -   1 (2.1%) -   -   -   2 (9.1%) -   -   -   3 (6.0%)  

 -   0 (0.0%) 0 (0.0%)  1 (2.2%)  -   0 (0.0%) -   -   -   1 (2.0%)  

 -   -   -   1 (2.2%) -   -   -   -   -   1 (2.0%) 

NEC -   0 (0.0%) 1 (2.2%)  0 (0.0%) -   0 (0.0%) -   -   -   1 (2.0%)  

 -   -   1 (2.2%) -   -   -   -   -   -   1 (2.0%) 

 2 (4.0%)  1 (2.1%) 0 (0.0%) 1 (2.2%) 0 (0.0%)  0 (0.0%) 0 (0.0%) -   -   3 (6.0%)  
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      12  24  36  48  60   

 2 (4.0%)  0 (0.0%) - 0 (0.0%) - -   -   -   -   2 (4.0%)  

 1 (2.0%)  - -   -   - -   -   -   -   1 (2.0%) 

 1 (2.0%)  - -   -   - -   -   -   -   1 (2.0%) 

 0 (0.0%)  1 (2.1%) - 0 (0.0%) - -   -   -   -   1 (2.0%)  

 - 1 (2.1%) -   -   - -   -   -   -   1 (2.0%) 

 0 (0.0%)  0 (0.0%) - 1 (2.2%) - -   -   -   -   1 (2.0%)  

 - -   -   1 (2.2%) - -   -   -   -   1 (2.0%) 

 0 (0.0%)  3 (6.3%) 0 (0.0%)  1 (2.2%) 0 (0.0%)  0 (0.0%) 0 (0.0%) -   -   3 (6.0%)  

 - 2(4.2%) - 0(0.0%) - - - - - 2(4.0%) 

 - 1(2.1%) - - - - - - - 1(2.0%) 

 - 1(2.1%) - - - - - - - 1(2.0%) 

 - 0(0.0%) - 1(2.2%) - - - - - 1(2.0%) 

 - - - 1(2.2%) - - - - - 1(2.0%) 

NEC - 1(2.1%) - 0(0.0%) - - - - - 1(2.0%) 

 - 1(2.1%) - - - - - - - 1(2.0%) 

 4(8.0%) 8(16.7%) 1(2.2%) 1(2.2%) 2(4.8%) 1(4.5%) 0(0.0%) - - 16(32.0%) 

 1(2.0%) 7(14.6%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - - 7(14.0%) 

 0(0.0%) 4(8.3%) - - - - - - - 4(8.0%) 

 0(0.0%) 1(2.1%) - - - - - - - 1(2.0%) 

 1(2.0%) 0(0.0%) - - - - - - - 1(2.0%) 

 0(0.0%) 1(2.1%) - - - - - - - 1(2.0%) 

 0(0.0%) 1(2.1%) -   -   -   -   -   -   - 1(2.0%) 

NEC  1(2.0%) 0(0.0%) 0(0.0%) 1(2.2%) 0(0.0%) 1(4.5%) - - - 3(6.0%) 

 1(2.0%) - - 1(2.2%) - 0(0.0%) - - - 2(4.0%) 

 0(0.0%) - - 0(0.0%) - 1(4.5%) - - - 1(2.0%) 

 1(2.0%) 1(2.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - - 2(4.0%) 

 0(0.0%) 1(2.1%) - - - - - - - 1(2.0%) 

 1(2.0%) 0(0.0%) - - - - - - - 1(2.0%) 

NEC   0(0.0%) 1(2.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - - 1(2.0%) 

 - 1(2.1%) - - - - - - - 1(2.0%) 

 0(0.0%) 1(2.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - - 1(2.0%) 

 - 1(2.1%) - - - - - - - 1(2.0%) 

NEC  0(0.0%) 0(0.0%) 1(2.2%) 0(0.0%) 0(0.0%) 0(0.0%) - - - 1(2.0%) 
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      12  24  36  48  60   

 - - 1(2.2%) - - - - - - 1(2.0%) 

 1(2.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - - 1(2.0%) 

 1(2.0%) - - - - - - - - 1(2.0%) 

NEC  0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 1(2.4%) 0(0.0%) - - - 1(2.0%) 

 - - - - 1(2.4%) - - - - 1(2.0%) 

NEC 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 1(2.4%) 0(0.0%) - - - 1(2.0%) 

 - - - - 1(2.4%) - - - - 1(2.0%) 

 0(0.0%) 4(8.3%) 0(0.0%) 5(11.1%) 4(9.5%) 2(9.1%) 0(0.0%) - - 11(22.0%) 

 - 2(4.2%) - 4(8.9%) 3(7.1%) 1(4.5%) - - - 8(16.0%) 

 - 1(2.1%) - 3(6.7%) 3(7.1%) 1(4.5%) - - - 6(12.0%) 

 - 2(4.2%) - 1(2.2%) 0(0.0%) 0(0.0%) - - - 3(6.0%) 

NEC  - 1(2.1%) - 0(0.0%) 0(0.0%) 1(4.5%) - - - 2(4.0%) 

 - 1(2.1%) - - - 1(4.5%) - - - 2(4.0%) 

  - 2(4.2%) - 0(0.0%) 0(0.0%) 0(0.0%) - - - 2(4.0%) 

 - 2(4.2%) - - - - - - - 2(4.0%) 

 - 0(0.0%) - 1(2.2%) 1(2.4%) 0(0.0%) - - - 2(4.0%) 

 - - - 1(2.2%) 1(2.4%) - - - - 2(4.0%) 

 3(6.0%) 6(12.5%) 1(2.2%) 3(6.7%) 0(0.0%) 3(13.6%) 0(0.0%) - - 15(30.0%) 

 1(2.0%) 1(2.1%) 1(2.2%) 1(2.2%) - 2(9.1%) - - - 6(12.0%) 

  0(0.0%) 0(0.0%) 1(2.2%) 0(0.0%) - 1(4.5%) - - - 2(4.0%) 

 1(2.0%) 1(2.1%) 0(0.0%) 0(0.0%) - 0(0.0%) - - - 2(4.0%) 

 0(0.0%) 0(0.0%) 0(0.0%) 1(2.2%) - 0(0.0%) - - - 1(2.0%) 

 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - 1(4.5%) - - - 1(2.0%) 

NEC  0(0.0%) 3(6.3%) 0(0.0%) 0(0.0%) - 0(0.0%) - - - 3(6.0%) 

 - 3(6.3%) - - - - - - - 3(6.0%) 

 0(0.0%) 2(4.2%) 0(0.0%) 0(0.0%) - 0(0.0%) - - - 2(4.0%) 

 - 2(4.2%) - - - - - - - 2(4.0%) 

  0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - 1(4.5%) - - - 1(2.0%) 

  - - - - - 1(4.5%) - - - 1(2.0%) 

NEC  0(0.0%) 1(2.1%) 0(0.0%) 0(0.0%) - 0(0.0%) - - - 1(2.0%) 

  - 1(2.1%) - - - - - - - 1(2.0%) 

NEC   0(0.0%) 0(0.0%) 0(0.0%) 1(2.2%) - 0(0.0%) - - - 1(2.0%) 

 - - - 1(2.2%) - - - - - 1(2.0%) 
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      12  24  36  48  60   

 0(0.0%) 0(0.0%) 0(0.0%) 1(2.2%) - 0(0.0%) - - - 1(2.0%) 

 - - - 1(2.2%) - - - - - 1(2.0%) 

 1(2.0%) 0(0.0%) 0(0.0%) 0(0.0%) - 0(0.0%) - - - 1(2.0%) 

 1(2.0%) - - - - - - - - 1(2.0%) 

NEC 1(2.0%) 0(0.0%) 0(0.0%) 0(0.0%) - 0(0.0%) - - - 1(2.0%) 

 1(2.0%) - - - - - - - - 1(2.0%) 

 3(6.0%) 13(27.1%) 1(2.2%) 1(2.2%) 1(2.4%) 2(9.1%) 0(0.0%) - - 17(34.0%) 

 0(0.0%) 9(18.8%) 0(0.0%) 1(2.2%) 0(0.0%) 0(0.0%) - - - 10(20.0%) 

  - 7(14.6%) - 1(2.2%) - - - - - 8(16.0%) 

  - 2(4.2%) - 0(0.0%) - - - - - 2(4.0%) 

NEC  1(2.0%) 2(4.2%) 0(0.0%) 0(0.0%) 0(0.0%) 2(9.1%) - - - 5(10.0%) 

 1(2.0%) 1(2.1%) - - - 1(4.5%) - - - 3(6.0%) 

 0(0.0%) 1(2.1%) - - - 0(0.0%) - - - 1(2.0%) 

 0(0.0%) 0(0.0%) - - - 1(4.5%) - - - 1(2.0%) 

 0(0.0%) 2(4.2%) 1(2.2%) 0(0.0%) 1(2.4%) 0(0.0%) - - - 4(8.0%) 

 - 2(4.2%) 1(2.2%) - 1(2.4%) - - - - 4(8.0%) 

 1(2.0%) 2(4.2%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - - 3(6.0%) 

 1(2.0%) 1(2.1%) - - - - - - - 2(4.0%) 

 0(0.0%) 1(2.1%) - - - - - - - 1(2.0%) 

 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 1(2.4%) 0(0.0%) - - - 1(2.0%) 

 - - - - 1(2.4%) - - - - 1(2.0%) 

NEC  1(2.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - - 1(2.0%) 

 1(2.0%) - - - - - - - - 1(2.0%) 

 0(0.0%) 1(2.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - - 1(2.0%) 

 - 1(2.1%) - - - - - - - 1(2.0%) 

 0(0.0%) 1(2.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - - 1(2.0%) 

 - 1(2.1%) - - - - - - - 1(2.0%) 

 2(4.0%) 4(8.3%) 2(4.4%) 2(4.4%) 1(2.4%) 2(9.1%) 1(100.0%) - - 10(20.0%) 

 0(0.0%) 1(2.1%) 1(2.2%) 1(2.2%) 0(0.0%) 0(0.0%) 1(100.0%) - - 3(6.0%) 

 - 1(2.1%) 1(2.2%) 1(2.2%) - - 1(100.0%) - - 3(6.0%) 

 0(0.0%) 0(0.0%) 1(2.2%) 1(2.2%) 0(0.0%) 1(4.5%) 0(0.0%) - - 3(6.0%) 

 - - 0(0.0%) 1(2.2%) - 0(0.0%) - - - 1(2.0%) 

 - - 0(0.0%) 0(0.0%) - 1(4.5%) - - - 1(2.0%) 
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 - - 1(2.2%) 0(0.0%) - 0(0.0%) - - - 1(2.0%) 

 0(0.0%) 2(4.2%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - 2(4.0%) 

 - 2(4.2%) - - - - - - - 2(4.0%) 

NEC  1(2.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 1(4.5%) 0(0.0%) - - 2(4.0%) 

 1(2.0%) - - - - 1(4.5%) - - - 2(4.0%) 

 0(0.0%) 0(0.0%) 1(2.2%) 0(0.0%) 1(2.4%) 1(4.5%) 0(0.0%) - - 2(4.0%) 

 - - 1(2.2%) - 1(2.4%) 1(4.5%) - - - 2(4.0%) 

 - - 0(0.0%) - 1(2.4%) 0(0.0%) - - - 1(2.0%) 

 0(0.0%) 0(0.0%) 1(2.2%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - 1(2.0%) 

 - - 1(2.2%) - - - - - - 1(2.0%) 

  0(0.0%) 0(0.0%) 0(0.0%) 1(2.2%) 0(0.0%) 0(0.0%) 0(0.0%) - - 1(2.0%) 

 - - - 1(2.2%) - - - - - 1(2.0%) 

 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 1(4.5%) 0(0.0%) - - 1(2.0%) 

 - - - - - 1(4.5%) - - - 1(2.0%) 

NEC  0(0.0%) 0(0.0%) 1(2.2%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - 1(2.0%) 

 - - 1(2.2%) - - - - - - 1(2.0%) 

NEC  1(2.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - 1(2.0%) 

 1(2.0%) - - - - - - - - 1(2.0%) 

 0(0.0%) 1(2.1%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - 1(2.0%) 

 - 1(2.1%) - - - - - - - 1(2.0%) 

 1(2.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - 1(2.0%) 

NEC  1(2.0%) - - - - - - - - 1(2.0%) 

 1(2.0%) - - - - - - - - 1(2.0%) 

 2(4.0%) 0(0.0%) 2(4.4%) 1(2.2%) 0(0.0%) 2(9.1%) 0(0.0%) - - 6(12.0%) 

 0(0.0%) - 2(4.4%) 0(0.0%) - 1(4.5%) - - - 2(4.0%) 

 - - 2(4.4%) - - 1(4.5%) - - - 2(4.0%) 

 0(0.0%) - 0(0.0%) 1(2.2%) - 0(0.0%) - - - 1(2.0%) 

 - - - 1(2.2%) - - - - - 1(2.0%) 

 1(2.0%) - 0(0.0%) 0(0.0%) - 0(0.0%) - - - 1(2.0%) 

 1(2.0%) - - - - - - - - 1(2.0%) 

 1(2.0%) - 0(0.0%) 0(0.0%) - 0(0.0%) - - - 1(2.0%) 

 1(2.0%) - - - - - - - - 1(2.0%) 

 0(0.0%) - 0(0.0%) 0(0.0%) - 1(4.5%) - - - 1(2.0%) 
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 - - - - - 1(4.5%) - - - 1(2.0%) 

 2(4.0%) 3(6.3%) 2(4.4%) 0(0.0%) 0(0.0%) 1(4.5%) 0(0.0%) - - 7(14.0%) 

  2(4.0%) 3(6.3%) 2(4.4%) - - 1(4.5%) - - - 7(14.0%) 

 1(2.0%) 3(6.3%) 1(2.2%) - - 0(0.0%) - - - 5(10.0%) 

 1(2.0%) 0(0.0%) 0(0.0%) - - 0(0.0%) - - - 1(2.0%) 

  1(2.0%) 0(0.0%) 0(0.0%) - - 0(0.0%) - - - 1(2.0%) 

 0(0.0%) 0(0.0%) 1(2.2%) - - 0(0.0%) - - - 1(2.0%) 

 0(0.0%) 0(0.0%) 0(0.0%) - - 1(4.5%) - - - 1(2.0%) 

 2(4.0%) 6(12.5%) 1(2.2%) 1(2.2%) 0(0.0%) 0(0.0%) 0(0.0%) - - 9(18.0%) 

 0(0.0%) 4(8.3%) 0(0.0%) 0(0.0%) - - - - - 4(8.0%) 

 - 4(8.3%) - - - - - - - 4(8.0%) 

 1(2.0%) 1(2.1%) 1(2.2%) 1(2.2%) - - - - - 4(8.0%) 

 1(2.0%) 1(2.1%) 1(2.2%) 1(2.2%) - - - - - 4(8.0%) 

 1(2.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - - - - 1(2.0%) 

 1(2.0%) - - - - - - - - 1(2.0%) 

NEC 0(0.0%) 1(2.1%) 0(0.0%) 0(0.0%) - - - - - 1(2.0%) 

 - 1(2.1%) - - - - - - - 1(2.0%) 

 0(0.0%) 2(4.2%) 1(2.2%) 0(0.0%) 0(0.0%) 0(0.0%) 0(0.0%) - - 2(4.0%) 

 - 1(2.1%) 1(2.2%) - - - - - - 2(4.0%) 

 - 1(2.1%) 1(2.2%) - - - - - - 2(4.0%) 

 - 1(2.1%) 0(0.0%) - - - - - - 1(2.0%) 

 - 1(2.1%) - - - - - - - 1(2.0%) 

 0(0.0%) 2(4.2%) 0(0.0%) 2(4.4%) 0(0.0%) 0(0.0%) 0(0.0%) - - 4(8.0%) 

 - 2(4.2%) - 0(0.0%) - - - - - 2(4.0%) 

 - 1(2.1%) - - - - - - - 1(2.0%) 

 - 1(2.1%) - - - - - - - 1(2.0%) 

 - 0(0.0%) - 1(2.2%) - - - - - 1(2.0%) 

 - - - 1(2.2%) - - - - - 1(2.0%) 

 - 0(0.0%) - 1(2.2%) - - - - - 1(2.0%) 

 - - - 1(2.2%) - - - - - 1(2.0%) 
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18% CEC

26  

26.  

    CEC  

0801-103-002 10 
 

 
 

0801-112-005 6  

0801-120-003 2  

0801-134-005 5  
 

0801-141-008 5 
 

 

0801-146-002 1 

 

 

0801-178-001 9  

0801-306-003 1  

0801-361-021 1 

CVA 

 

 

 

 

CEC

8/9 88.8%

CEC

7/9 77.7%

27  
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27. CEC  

    
 

 

0801-103-002  
ICU  

 
 

 

 
 

0801-112-005   

0801-120-003  

 

   

0801-134-005  
 

 
1 

0801-141-008 
 

 
 

 

0801-146-002    

0801-178-001     

0801-306-003   

 

  

0801-361-021   1 
1  

 

 

 

18 9/50

2/50  
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1

 

 

28  

 

28.  

 
 

 
 

 

 
 

0801-126-003 89 
TypeA2

 
 

0801-130-001 183 

001 ST 

junction 1 cm

9 cm

 

 
 

0801-135-001 0  

0801-140-004 29  

0801-178-001 6  
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(7)  

SVS

SAE 10

TAG 08-01

 29  

 

 29. TAG 08-01 SVS 30 SAE  

 CTAG 
 

SVS  
 

 50 85 
   

 20 (40.0%) 32 (37.6%) 
 4 (8.0%) 9 (10.6%) 

MI 2 (4.0%) 1 (1.2%) 
1 7 (14.0%) 8 (9.4%) 

+  3 (6.0%) 8 (9.4%) 
 9 (18.0%) 2 (2.4%) 

 3 (6.0%) 8 (9.4%) 
 2 (4.0%) 3 (3.5%) 

1 SVS CTAG

 

 

30

CTAG 40.0% SVS 37.6%

 

 

 

TAG 08-01 CT

TAG 08-01

2/50 CTAG SVS

Q  
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TAG 08-01  

30  

 

 30.  

   
 

CEC

 
  

0801-103-002 
2011  

 

 

 

 

 
 

/ 2011

 

0801-118-002 
2010 29  

 
  

 CPAP
 

/ 2010

17  

0801-120-003 
2010 17  

 
  

 
 / 2010

 

0801-120-006 
2011  

 
  

 

 

/ 2011

12  

0801-134-003 
2010 26  

 

 

 
 

 pig tail 
 

/ 2010

10  

0801-134-004 
2010 10  

 
   

 

/ 2010

10  

0801-306-003 
2011 23  

 

 

 

   
/ 2011

19  

0801-327-003 

2011 10 22

 

 

  
  

/ 2011

10 26   

0801-336-001 
2010 31  

 
  

  
/ 2010

 

 

 

SVS 2/85 2.4

TAG 08-01 9/50 18.0

TAG 08-01 SVS

16.5 14/85 TAG 08-01
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4.3.1.1.9  

 

 

(1)  

15

59 CT MR

1

32 97.5%

 

 

32.  

 
 

 
 

 

 

95% CI  

50 40 39 97.5% (87.1%, 99.6%) 

 

 

33  

 

33.  

  
 

Dake(13) 19 95% 

Attia(21) 6 100% 

Caronno(22) 5 100% 

Dialetto(23) 28 100% 

Duebener(24) 10 90% 

Iannelli(25) 8 100% 

Schoder(26) 28 86% 

Steingruber(27) 35 83% 

Palma(28) 70 93% 

Hutschala(29) 9 100% 

Lee(30) 46 85% 

Bortone(31) 43 93% 

Tiesenhausen(32) 7 100% 

Won(33) 12 83% 
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Kim(34) 72 88% 

Chang(35) 1246 89% 

Pearce(36) 15 93% 

Verhoye(37) 16 100% 

-1-1  

 

12 12

243 546 CT MR

34 37

 

 

34. 12  

  

 

 

95% CI  

50 37 37 100.0% (90.6%, 100.0%) 

 

12  

 

 

(2)   

 

  

 

 2 cm

 

 2 cm
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497

73.3%

35  

 

35.  

   

    12  24  36  48  60  
 

 48 45 45 42 22 1 0 0 45 

CT MR  33 41 39 37 18 0 0 0 45 

          

 
         

 2(6.1%) 0(0.0%) 2(5.1%) 1(2.7%) 0(0.0%) - - - 0(0.0%) 

 13(39.4%) 13(31.7%) 9(23.1%) 6(16.2%) 5(27.8%) - - - 9(20.0%) 

 14(42.4%) 26(63.4%) 24(61.5%) 28(75.7%) 13(72.2%) - - - 33(73.3%) 

 4(12.1%) 2(4.9%) 4(10.3%) 2(5.4%) 0(0.0%) - - - 3(6.7%) 

 

 

36  

 

36.  

    

Dake(13) 19 79% 21% 

Attia(21) 5 60%  

Caronno(22) 5 100%  

Dialetto(23) 28 75%  

Schoder(26) 20 90%  

Hutschala(29) 9 22% 78% 

Lee(30)  19 74%  

Won(33) 12 83%  

Kim(34) 47 75%  

Chang(35) 431 84%  

Pearce(36)  10 80%  

Pearce(36)  7 100%  

Verhoye(37) 16 25% 38% 

Manning(38) 28 82%  

Gaxotte(39)  47 42%  

Gaxotte(39)  41 61% 39% 

Hansen(40) 16 100%  

-1-1  
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(CEC)

CEC

37 CEC

14%

10  

 

37. CEC  

  

     12  24  36  48  60   

 50 48 45 45 42 22 1 0 0 50 

 1 (2.0%) 5 (10.4%) 0 (0.0%) 0 (0.0%) 0 (0.0%) 2 (9.1%) 0 (0.0%) - - 7 (14.0%) 

           

95%           (7.0%, 26.2%) 

           

 0 (0.0%) 0 (0.0%) - - - 0 (0.0%) - - - 0 (0.0%) 

TAG  0 (0.0%) 1 (2.1%) - - - 0 (0.0%) - - - 1 (2.0%) 

 
0 (0.0%) 0 (0.0%) - - - 0 (0.0%) - - - 0 (0.0%) 

 0 (0.0%) 1 (2.1%) - - - 0 (0.0%) - - - 1 (2.0%) 

 
0 (0.0%) 1 (2.1%) - - - 0 (0.0%) - - - 1 (2.0%) 

 0 (0.0%) 0 (0.0%) - - - 0 (0.0%) - - - 0 (0.0%) 

 1 (2.0%) 4 (8.3%) - - - 0 (0.0%) - - - 4 (8.0%) 

 0 (0.0%) 0 (0.0%) - - - 2 (9.1%) - - - 2 (4.0%) 

 

 

38

 

38.  

   

Attia(21) 6* 17% 

Duebener(24) 10 50% 

Neuhauser(41) 28* 14% 

Schoder(26) 24 25% 

Steingruber(27) 35* 11% 

Kim(34) 70* 13% 

Verhoye(37) 16 19% 

Manning(38) 28 22% 

Pitton(42) 13 46% 

Hansen(40) 16 44% 

*  

-1-1  
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4%

39  

 

39.  

ID   
   

 
 

 

0801-126-003 
2010  

10 27  

2011  

24  
89 

TypeA2

 

   
2011  

24  

0801-139-001 
2011  

10 14  

2011  

10 14  
0 

 
   

2011  

10 14  

 

 

40  

 

40.  

   

Dake(13) 19 11% 

Attia(21) 6 17% 

Dialetto(23) 28 4% 

Schoder(26) 28 4% 

Steingruber(27) 35 3% 

Hutschala(29) 9 0 

Pearce(36) 7 0 

Verhoye(37) 16 13% 

Manning(38) 28 7% 

Hansen(40) 16 6.3% 

-1-1  
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UADE

41  

 

41.  

  

     12  24  36  48  60   

 50 48 45 45 42 22 1 0 0 50 

 50 41 43 40 39 20 0 - - 50 

           

 3(6.0%) 1(2.4%) 0(0.0%) 2(5.0%) 0(0.0%) 0(0.0%) - - - 6(12.0%) 

           

 1(2.0%) 0(0.0%) - 1(2.5%) - - - - - 2(4.0%) 

1A  
1(2.0%) - - 1(2.5%) - - - - - 2(4.0%) 

 
0(0.0%) - - 1(2.5%) - - - - - 1(2.0%) 

 0(0.0%) 0(0.0%) - 1(2.5%) - - - - - 1(2.0%) 

 1(2.0%) 0(0.0%) - 0(0.0%) - - - - - 1(2.0%) 

 1(2.0%) 0(0.0%) - 0(0.0%) - - - - - 1(2.0%) 

 1(2.0%) 1(2.4%) - 0(0.0%) - - - - - 2(4.0%) 

0801-139-001

1A 0801-120-006

1A

 

 

 

 

UADE FDA
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42  

 

42.  

    

0801-118-002  
 

0801-120-006 238   
1A

 

0801-134-001 861  
 

  

0801-135-001  TAG Chimney  

0801-306-001 49   

0801-312-001 156  
TAG

  

 

 

 

28.5mm 14.0mm

23.5mm 34.1mm

24 3 25 75

43  

 

3.  

 

 

 

 

m
m

 

m
m
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43.  

   

   
 

 
 

 50 - 50 - 

 24.5 (8.9) - 28.0 (8.5) - 

 23.5 - 28.5 - 

 (8.0, 58.0) - (12.0, 45.0) - 

      

 31 31 31 31 

 29.3 (4.9) 3.5 (9.3) 18.8 (11.5) -9.5 (12.9) 

 30.0 4.3 14.0 -7.0 

 (15.0, 38.0) (-37.0, 14.0) (0.0, 48.0) (-31.0, 17.0) 

      

 41 41 41 41 

 31.0 (6.0) 6.7 (8.7) 16.9 (10.9) -10.4 (11.9) 

 32.0 7.0 17.0 -10.0 

 (7.0, 41.0) (-26.0, 19.1) (0.0, 46.0) (-35.0, 13.2) 

      

 39 39 38 38 

 33.0 (5.9) 9.2 (8.6) 15.1 (14.0) -11.7 (14.8) 

 33.0 11.0 16.0 -14.8 

 (7.0, 41.0) (-19.0, 21.1) (0.0, 40.0) (-40.0, 14.0) 

      

12  33 33 33 33 

 34.1 (5.8) 10.9 (9.7) 14.2 (13.3) -11.4 (12.7) 

 34.1 13.0 14.0 -15.8 

 (15.0, 51.0) (-21.0, 33.0) (0.0, 36.0) (-34.0, 12.0) 

      

24  18 18 17 17 

 33.9 (8.1) 9.9 (9.9) 13.2 (14.5) -12.8 (14.8) 

 35.0 12.5 11.0 -18.0 

 (9.0, 44.0) (-14.0, 23.1) (0.0, 51.0) (-34.0, 31.0) 

 

 

 

CT

 

•  

•  

•  

•  

 

44

11



 

  102

 

 

44  

    

     12   24   36   48   60     

 45 45  42  22  1   0   0   45  

CT MR 1
 
 41  39  39  20  0   -   -   44  

CT MR
2
 
 

43  39  39  20  0   -   -   45  

                  

 3 (7.3%)  
5 

(12.8%)  

4 

(10.3%)  

4 

(20.0%)  
0 (0.0%)  -   -   8 (18.2%)  

 1 (2.4%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  -   -   1 (2.3%)  

 1 (2.4%)  
5 

(12.8%)  

4 

(10.3%)  

4 

(20.0%)  
0 (0.0%)  -   -   7 (15.9%)  

 0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  -   -   0 (0.0%)  

 0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  -   -   0 (0.0%)  

 1 (2.4%)  0 (0.0%)  0 (0.0%)  1 (5.0%)  0 (0.0%)  -   -   2 (4.5%)  

                 

 0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  -   -   0 (0.0%)  

 0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  -   -   0 (0.0%)  

 0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  -   -   0 (0.0%)  

                 

 0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  -   -   0 (0.0%)  

 0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  -   -   0 (0.0%)  

 0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  -   -   0 (0.0%)  

 0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  -   -   0 (0.0%)  

 0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  -   -   0 (0.0%)  

 0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  0 (0.0%)  -   -   0 (0.0%)  
1  
2  

 1 15 59 60 242 12 243 546 24 547 911 36 912 1275

48 1276 1640 60 1641 2006 15 2006  

 

 

45 6.7%

0801-130-001 0801-159-001

0801-120-002
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45  

    

      12   24   36   48   60     
 45 45  42  22  1   0   0   45  

CT MR X
1  43  39  39  20  0   -   -   45  

CT MR X

2  
18  17  17  10  0   -   -   20  

                  

 1 

(2.3%)  

0 

(0.0%)  

3 

(7.7%)  

1 

(5.0%)  

0 

(0.0%)  
-   -   

3 

(6.7%)  

 
0 

(0.0%)  

0 

(0.0%)  

2 

(5.1%)  

0 

(0.0%)  

0 

(0.0%)  
-   -   

2 

(4.4%)  

 
1 

(5.6%)  

0 

(0.0%)  

1 

(5.9%)  

1 

(10.0%)  

0 

(0.0%)  
-   -   

1 

(5.0%)  
1  
2  

15 59  6 60 242 12 243 546 24 547 911 36 912 1275

48 1276 1640 60 1641 2006 15 2006  
 

 

CTAG  

 

24 4 25 75

46  

 

 

4.  

 
 

 

m
m

2
 

m
m

2
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46.  

   

   
 

 
 

 49 - 49 - 

 218.1 (277.3) - 904.2 (387.1) - 

 144.3 - 770.0 - 

 (15.8, 1884) - (185.0, 2429) - 

      

 31 31 31 31 

 345.6 (198.2) 185.0 (181.6) 754.4 (358.8) -186 (410.5) 

 289.1 134.1 683.3 -185 

 (73.3, 762.6) (-103, 649.8) (212.2, 1679) (-1746, 703.0) 

      

 40 39 40 39 

 339.7 (159.3) 155.3 (164.3) 672.9 (418.7) -218 (553.6) 

 316.7 112.8 602.2 -155 

 (58.5, 655.8) (-182, 501.1) (116.5, 1705) (-2222, 1040) 

      

 36 35 35 34 

 412.7 (194.3) 220.4 (197.7) 635.4 (585.0) -244 (608.8) 

 413.2 160.4 484.4 -328 

 (90.1, 762.3) (-90.0, 632.3) (0.0, 2345) (-1537, 1171) 

      

12  35 34 33 32 

 398.2 (167.7) 164.8 (321.4) 619.2 (489.5) -242 (532.9) 

 380.9 179.8 575.5 -154 

 (118.1, 779.4) (-1353, 631.5) (0.0, 1527) (-1537, 600.6) 

      

24  16 15 16 15 

 518.5 (153.8) 191.5 (399.2) 448.1 (577.7) -476 (573.5) 

 527.3 255.4 300.4 -641 

 (306.8, 789.1) (-1118, 641.2) (0.0, 1882) (-1537, 955.4) 

 

30  

 

 

 



 

  105

10  

 

 

 
97.5%

 

 93.3%

73.3%

 

 14%

 

 4%  
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4.3.1.2 TAG 08-02  

4.3.1.2.1  

 

 

 

30

30

 

 

30

30

 

 

 

 

30 0.10

95% 0.085 51

51

± 0.084 95%  
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4.3.1.2.2  

 

 

 
  

1) 

 

 

2) 

 

 

3) 

14   

4) 18

 

5) 

2.0 cm  

 
 

 
 

 

6) 

16 42 mm  

 
 

 

7) 

 

 

8) 
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1) 

 

 

2) 

 

 

3) 

  

4) 

 

5) 

 

 

6) CTAG

 

 

7) 

 

 

8) 

 

 

9) 

 

10) 

 

11) 24

 

 

12) 75 75

 

13)
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4.3.1.2.3  

 

4.3.1.2.8  

 

 

 

47  

 

47  

  

 

 429-001

 

LAR

IRB FDA

LAR

 

 

 103 116 132 179

194 306 336 424 425

IRB  

IRB  

 

 

 424 194 144

 

IRB

 

 

 

CT

48
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48  

 
2 

 

 
 

1  

CT

  
 51 51 (100.0%) - - - 
 51 51 (100.0%) - - - 

1  48 48 (100.0%) 1 (2.1%) 3 (6.3%) 5 (10.4%) 
6  46 30 (65.2%) 4 (13.3%) 7 (23.3%) 6 (20.0%) 
12  22 7 (31.8%) 0 (0.0%) 1 (14.3%) 1 (14.3%) 
24  0 - - - - 
36  0 - - - - 
48  0 - - - - 
60  0 - - - - 

14 15 59 60 242 12 243

546 24 547 911 36 912 1275 48 1276 1640 60 1641 2006  
1  

 
2     
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4.3.1.2.4  

 49 66.7%

82.4% 40 21 87  

 49  

 CTAG  

 51 

  

  

 34 (66.7%) 

 17 (33.3%) 

  

  

 49 (96.1%) 

 2 (3.9%) 

  

  

 42 (82.4%) 

 5 (9.8%) 

 2 (3.9%) 

 1 (2.0%) 

 1 (2.0%) 

 0 (0.0%) 

 0 (0.0%) 

 0 (0.0%) 

  

  

 51 

 44.1 (19.9) 

 40.0 

 (21.0, 87.0) 

  

kg   

 51 

 90.4 (20.0) 

 85.4 

 (63.0, 150.0) 

  

cm   

 51 

 171.8 (10.7) 

 171.5 

 (152.4, 198.1) 
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 50

 
 

 50  

 CTAG  

 51 

  

 15 (29.4%) 

 13 (25.5%) 

 7 (13.7%) 

 4 (7.8%) 

 4 (7.8%) 

 3 (5.9%) 

 2 (3.9%) 

 2 (3.9%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 1 (2.0%) 

 0 (0.0%) 
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 51 ASA ISS

GCS

ASA IV

ISS

 

 

 51  

 CTAG  

 51 

  

ASA   

I   5 (9.8%) 

II  5 (9.8%) 

III  10 (19.6%) 

IV   31 (60.8%) 

V   0 (0.0%) 

  

  

n   51 

 31.8 (14.2) 

 29.0 

 (9.0, 66.0) 

  

ISS   

ISS>17  43 (84.3%) 

ISS<=17  8 (15.7%) 

  

  

 13  41 (80.4%) 

 9 12 5 (9.8%) 

 8  4 (7.8%) 

 1 (2.0%) 
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 52

  

TAG 08-02

24

  

 52  

 CTAG  

 51 

  

mmHg   

 51 

 131.5 (29.7) 

 130.0 

 (81.0, 227.0) 

  

mmHg   

 51 

 70.8 (18.0) 

 70.0 

 (10.0, 109.0) 

  

BPM   

 51 

 20.3 (6.1) 

 19.0 

 (12.0, 39.0) 

  

  

 51 

 50.5 (68.4) 

 21.0 

 (3.2, 334.4) 

  

  

 43 (84.3%) 

 2 (3.9%) 

 1 (2.0%) 

 5 (9.8%) 
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TAG 08-02

5%  53

 

 53.  5%  

 CTAG  

 51 

 50(98.0%) 

  

 41(80.4%) 

 NEC 33(64.7%) 

 NEC 30(58.8%) 

 NEC 24(47.1%) 

 23(45.1%) 

 22(43.1%) 

 NEC 20(39.2%) 

 16(31.4%) 

 16(31.4%) 

 NEC 11(21.6%) 

 11(21.6%) 

 NEC 8(15.7%) 

 NEC 7(13.7%) 

 7(13.7%) 

 NEC 7(13.7%) 

 NEC 6(11.8%) 

 NEC  6(11.8%) 

 5(9.8%) 

NEC 5(9.8%) 

 5(9.8%) 

 5(9.8%) 

 5(9.8%) 

 NEC 4(7.8%) 

 NEC 4(7.8%) 

 4(7.8%) 

 4(7.8%) 

 4(7.8%) 

 4(7.8%) 

 NEC 4(7.8%) 

 NEC 4(7.8%) 

 3(5.9%) 

 NEC 3(5.9%) 

 NEC 3(5.9%) 

 3(5.9%) 

 NEC 3(5.9%) 
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TAG 08-02

 54  

 

 54  

 

 CTAG  

 51 

  

mm   

 51 

 24.1 (3.7) 

 24.0 

 (17.0, 33.0) 

  

1cm mm   

 51 

 23.4 (3.8) 

 23.0 

 (16.0, 35.0) 

  

2cm mm   

 51 

 23.5 (3.7) 

 23.0 

 (16.0, 35.0) 

  

mm   

  51 

 29.2 (6.3) 

 28.6 

 (18.0, 47.0) 

  

2cm mm   

  51 

 21.9 (4.0) 

 21.0 

 (16.0, 32.0) 

  

1cm mm   

 51 

 21.8 (3.8) 

 21.5 

 (16.0, 32.0) 

  

mm   

 51 

 21.8 (3.8) 

 21.9 
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 (16.0, 34.0) 

  

cm   

 51 

 3.8 (3.4) 

 3.0 

 (2.0, 24.0) 

  

cm   

 51 

 15.5 (5.8) 

 17.0 

 (2.0, 25.0) 

  

(cm)  

 51 

 2.8 (1.3) 

 2.6 

 (1.0, 7.7) 

  

mm   

 51 

 10.0 (2.8) 

 9.7 

 (6.2, 25.0) 

  

mm   

 51 

 7.9 (1.5) 

 8.0 

 (4.8, 12.0) 

  

mm   

 51 

 10.0 (2.1) 

 10.0 

 (6.5, 18.0) 

  

mm   

 51 

 8.0 (1.4) 

 8.0 

 (5.0, 11.0) 
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4.3.1.2.5  

55 51 57

45 88.2%

1.1 56

 

 

55.  

  

mm  mm  
cm  

 

51  

 

 

54  

 

21 21 10 5 (9.8%) 5 (8.8%) 

26 21 10 10 (19.6%) 11 (19.3%) 

26 26 10 11 (21.6%) 12 (21.1%) 

28 28 10 8 (15.7%) 10 (17.5%) 

31 26 10 8 (15.7%) 8 (14.0%) 

31 31 10 4 (7.8%) 5 (8.8%) 

34 34 10 4 (7.8%) 4 (7.0%) 

37 37 10 1 (2.0%) 2 (3.5%) 

 

56.  

  

 51 

 51 

  

  

1   45 (88.2%) 
2   6 (11.8%) 

  

 51 

 1.1 (0.3) 
 1.0 

 (1.0, 2.0) 
  

 0 
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4.3.1.2.6  

91 100 mL

 

62.8%

5.9%  

57

58  

 

57.  

  95% CI  

 51  

   

   

n   51  

 104.9 (44.9) (92.5, 117.2) 

 91.0  

 (35.0, 232.0)  

   

   

 17 (33.3%)  

 15 (29.4%)  

 19 (37.3%)  

   

   

 48 (94.1%)  

 1 (2.0%)  

 2 (3.9%)  

   

mL    

n   51  

 147.9 (203.1) (92.2, 203.7) 

 100.0  

 (0.0, 1400)  

   

   

 51 (100.0%) (93.0%, 100.0%) 

 

 

 

58  

  

    

 19(37.3%) 15(29.4%) 14(27.5%) 

 0(0.0%) 0(0.0%) 1(2.0%) 

 0(0.0%) 0(0.0%) 2(3.9%) 
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4.3.1.2.7  

13 73

ICU ICU 5.4

92.2% 59  

 

59  

  95% CI 

 51  

   

   

n   51  

 14.6 (12.3) (11.2, 18.0) 

 13.0  

 (2.0, 73.0)  

   

ICU    

 51 (100.0%) (93.0%, 100.0%)

 0 (0.0%)  

   

ICU    

n   51  

 8.2 (7.9) (6.1, 10.4) 

 5.4  

 (0.7, 36.5)  

   

   

 40 (78.4%)  

 11 (21.6%)  

   

   

n    50  

 6.5 (11.8)  

 1.0  

 (0.0, 60.0)  

   

 47 (92.2%)  
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4.3.1.2.8   

(1)  

30

51 30

60  

 

60.  

 
 

30

 

30  

95% CI  

51 51 4 7.8% (3.1%, 18.5%) 

 

 

 

CEC 61

-1-6  

 

61  

   

 

 1 

0802-116-005  2011  2011 10  2 
 

 
 

0802-158-005  2010 10 20  2010 11  17  

 

0802-179-001  2010  2010 12 28  204 
 

 
 

0802-179-004  2010 11 10  2010 11 22  12 
 

 
 

0802-424-003  2010 21  2010 17  57 
 

 

0802-429-009  2010 10  2010 10  1 
 

 
 

1CEC  
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1)  

2)  

3)  

4)  

 

5)  

 

 

 

 

a) 48  

b) 48

 

c)  

d)  

 

a)  

b) 

 

 

 

 

1.  

2.  
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30 SAE  

30 62 30

20 39.2% 10  

 

62 30  

 CTAG  

 51 

 20(39.2%) 

  

 3(5.9%) 

 3(5.9%) 

 2(3.9%) 

 2(3.9%) 

 2(3.9%) 

 2(3.9%) 

 2(3.9%) 

 2(3.9%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 
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 1(2.0%) 

 1(2.0%) 

  1(2.0%) 

 1(2.0%) 

 1(2.0%) 

 1(2.0%) 
 

 

 

  

(5)  

30

24 63
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63  

  

     12  24  36  48  60   
 51  51  48  35  8  0  0  0  0  51  

 5(9.8%)  18(35.3%) 6(12.5%)  4(11.4%)  1(12.5%)  -  -  -  -  24(47.1%) 

           
 0(0.0%)  4(7.8%) 3(6.3%)  0(0.0%)  1(12.5%)  -  -  -  -  8(15.7%)  

NEC -  1(2.0%)  2(4.2%)  -  0(0.0%)  -  -  -  -  3(5.9%)  
 -  0(0.0%)  1(2.1%) -  -  -  -  -  -  1(2.0%)  

 -  1(2.0%)  0(0.0%)  -  -  -  -  -  -  1(2.0%)  
 - 0(0.0%)  1(2.1%)  -  -  -  -  - -  1(2.0%) 

 -  1(2.0%)  1(2.1%)  -  0(0.0%) -  -  -  -  2(3.9%)  
 -  1(2.0%)  1(2.1%)  -  -  -  -  -  -  2(3.9%)  
NEC - 0(0.0%)  0(0.0%)  -  1(12.5%)  -  -  -  -  1(2.0%)  

 -  -  - -  1(12.5%)  -  -  -  -  1(2.0%)  
 -  1(2.0%)  0(0.0%)  -  0(0.0%)  -  -  -  -  1(2.0%)  

 -  1(2.0%) - -  - -  -  -  -  1(2.0%) 

NEC -   1(2.0%)  0(0.0%) -   0(0.0%)  -   -   -   -   1(2.0%) 

 -  1(2.0%)  -  -  -  -  -  -  - 1(2.0%)  
 -  1(2.0%)  0(0.0%) -  0(0.0%)  - -  -  -  1(2.0%)  

 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  
 -  0(0.0%)  1(2.1%)  -  0(0.0%)  -  -  -  -  1(2.0%)  

 -  -  1(2.1%)  -  -  -  -  -  -  1(2.0%)  
 0(0.0%)  3(5.9%)  0(0.0%)  0(0.0%) 0(0.0%) -  -  -  -  3(5.9%)  

NEC -  1(2.0%)  -  -  -  - -  -  -  1(2.0%)  
 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  

NEC -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  
 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  

 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  
 -  1(2.0%)  - -  -  -  -  -  -  1(2.0%)  

 1(2.0%)  0(0.0%)  0(0.0%)  0(0.0%)  0(0.0%) -  -  -  -  1(2.0%)  
NEC 1(2.0%)  -  -  -  -  -  -  -  -  1(2.0%)  

 1(2.0%)  -  -  -  -  -  -  -  -  1(2.0%)  
 1(2.0%)  2(3.9%)  0(0.0%)  1(2.9%)  0(0.0%)  -  -  -  -  4(7.8%)  
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     12  24  36  48  60   
 0(0.0%)  1(2.0%)  -  0(0.0%)  -  -  -  -  -  1(2.0%) 

 -  1(2.0%) -  -  -  -  -  -  -  1(2.0%)  

NEC 0(0.0%)  1(2.0%)  -  0(0.0%)  -  -  -  -  -  1(2.0%)  
 -  1(2.0%) -  -  -  -  -  -  -  1(2.0%)  

NEC 1(2.0%)  0(0.0%) -  0(0.0%)  -  -  -  -  -  1(2.0%)  
 1(2.0%)  -  -  -  -  -  -  -  -  1(2.0%)  

NEC 0(0.0%)  0(0.0%) -  1(2.9%)  -  -  -  -  -  1(2.0%)  
 -  -  -  1(2.9%)  -  -  -  -  -  1(2.0%)  

 0(0.0%) 3(5.9%)  2(4.2%)  0(0.0%)  0(0.0%)  -  -  -  -  5(9.8%)  
 -  1(2.0%)  1(2.1%)  -  -  -  -  -  -  2(3.9%)  
 -  1(2.0%)  0(0.0%) -  -  -  -  -  -  1(2.0%)  

 -  0(0.0%)  1(2.1%)  -  -  -  -  -  -  1(2.0%)  
 -  1(2.0%)  0(0.0%)  -  -  -  -  -  -  1(2.0%)  

 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  
NEC -  0(0.0%)  1(2.1%)  -  -  -  -  -  -  1(2.0%)  

 -  -  1(2.1%)  -  -  -  -  -  -  1(2.0%)  
NEC -  1(2.0%)  0(0.0%)  -  -  -  -  -  -  1(2.0%)  
 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  

 -  1(2.0%)  0(0.0%)  -  -  -  -  -  -  1(2.0%)  
 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  

 2(3.9%)  1(2.0%)  1(2.1%)  2(5.7%)  0(0.0%)  -  -  -  -  5(9.8%)  
 1(2.0%)  1(2.0%)  0(0.0%)  1(2.9%)  -  -  -  -  -  3(5.9%)  

 1(2.0%)  1(2.0%)  -  1(2.9%)  -  -  -  -  -  3(5.9%)  
 0(0.0%)  0(0.0%)  1(2.1%)  0(0.0%)  -  -  -  -  -  1(2.0%)  

 -  -  1(2.1%)  -  -  -  -  -  -  1(2.0%)  
NEC 1(2.0%)  0(0.0%)  0(0.0%)  0(0.0%)  -  -  -  -  -  1(2.0%)  
 1(2.0%)  -  -  -  -  -  -  -  -  1(2.0%)  

 0(0.0%)  0(0.0%)  0(0.0%) 1(2.9%)  -  -  -  -  -  1(2.0%)  
 -  -  -  1(2.9%)  -  -  -  -  -  1(2.0%)  

NEC 1(2.0%)  0(0.0%)  0(0.0%)  0(0.0%)  -  -  -  -  -  1(2.0%)  
 1(2.0%)  -  -  -  -  -  -  -  -  1(2.0%)  

 3(5.9%)  8(15.7%)  1(2.1%)  0(0.0%)  0(0.0%)  -  -  -  -  8(15.7%)  
NEC 0(0.0%)  4(7.8%)  0(0.0%)  -  -  -  -  -  -  4(7.8%)  

 -  3(5.9%)  -  -  -  -  -  -  -  3(5.9%)  
 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  
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     12  24  36  48  60   
 1(2.0%) 3(5.9%)  0(0.0%)  -  -  -  -  -  -  4(7.8%)  

 1(2.0%)  2(3.9%)  -  -  -  -  -  -  -  3(5.9%)  
 0(0.0%)  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  

 2(3.9%)  0(0.0%)  0(0.0%)  -  -  -  -  -  -  2(3.9%)  
 2(3.9%)  -  -  -  -  -  -  -  -  2(3.9%)  

 0(0.0%)  1(2.0%)  1(2.1%)  -  -  -  -  -  -  1(2.0%)  
 -  1(2.0%)  0(0.0%)  -  -  -  -  -  -  1(2.0%)  
 -  0(0.0%)  1(2.1%)  -  -  -  -  -  -  1(2.0%)  

 0(0.0%)  1(2.0%)  0(0.0%)  -  -  -  -  -  -  1(2.0%)  
 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  

 1(2.0%)  1(2.0%)  0(0.0%)  0(0.0%)  0(0.0%)  -  -  -  -  2(3.9%)  
NEC 1(2.0%)  1(2.0%)  -  -  -  -  -  -  -  2(3.9%)  

 1(2.0%)  1(2.0%)  -  -  -  -  -  -  -  2(3.9%)  
 0(0.0%)  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  

 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  

 0(0.0%)  1(2.0%)  0(0.0%)  1(2.9%)  0(0.0%)  -  -  -  -  1(2.0%)  
NEC -  1(2.0%)  -  0(0.0%)  -  -  -  -  -  1(2.0%)  
 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  

 -  0(0.0%)  -  1(2.9%)  -  -  -  -  -  1(2.0%)  
 -  -  -  1(2.9%)  -  -  -  -  -  1(2.0%)  

 0(0.0%)  2(3.9%)  1(2.1%)  0(0.0%)  0(0.0%)  -  -  -  -  2(3.9%)  
 -  2(3.9%)  1(2.1%)  -  -  -  -  -  -  2(3.9%)  

 -  2(3.9%)  0(0.0%)  -  -  -  -  -  -  2(3.9%)  
 -  0(0.0%)  1(2.1%)  -  -  -  -  -  -  1(2.0%)  

 1(2.0%)  2(3.9%)  0(0.0%)  0(0.0%)  0(0.0%)  -  -  -  -  3(5.9%)  
 1(2.0%)  1(2.0%)  -  -  -  -  -  -  -  2(3.9%)  
 1(2.0%)  1(2.0%)  -  -  -  -  -  -  -  2(3.9%)  

NEC 0(0.0%)  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  
 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  

 0(0.0%)  2(3.9%)  1(2.1%)  0(0.0%)  0(0.0%)  -  -  -  -  2(3.9%)  
 -  1(2.0%)  0(0.0%)  -  -  -  -  -  -  1(2.0%)  

 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  
NEC -  0(0.0%)  1(2.1%)  -  -  -  -  -  -  1(2.0%)  

 -  -  1(2.1%)  -  -  -  -  -  -  1(2.0%)  
 -  1(2.0%)  0(0.0%)  -  -  -  -  -  -  1(2.0%)  
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     12  24  36  48  60   
 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  

 1(2.0%)  2(3.9%)  0(0.0%)  1(2.9%)  0(0.0%)  -  -  -  -  4(7.8%)  
NEC 0(0.0%)  1(2.0%)  -  0(0.0%)  -  -  -  -  -  1(2.0%)  

 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  
 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  

NEC 1(2.0%)  0(0.0%)  -  0(0.0%)  -  -  -  -  -  1(2.0%)  
 1(2.0%)  -  -  -  -  -  -  -  -  1(2.0%)  

NEC 0(0.0%)  1(2.0%)  -  0(0.0%)  -  -  -  -  -  1(2.0%)  
 -  1(2.0%)  -  -  -  -  -  -  -  1(2.0%)  

 0(0.0%)  0(0.0%)  -  1(2.9%)  -  -  -  -  -  1(2.0%)  
 -  -  -  1(2.9%)  -  -  -  -  -  1(2.0%)  

 

 
 

 

 

TEVAR 64

 

 

30 7.8% TEVAR 7.2 9.0 TEVAR

15.2 23.5

CEC

2.0% TEVAR 3.0 5.3
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64.  

 

 
   ** 

Murad et al (2010), 

J Vasc Surg[12] 

7768 TEVAR

139

 

 

 TEVAR 9% 19% 46% p<0.01 

 TEVAR 3% 3% 2% p=0.9 

 TEVAR 3% 9% 3% p<0.01 

 TEVAR 3% 8% 5% p<0.01 

Xenos et al (2009), 

Eur J Cardiothorac 

Surg[13]* 

2003 2007 22

501 TEVAR

358 68%

 

 

 OR=0.46 0.26 0.78 p=0.005 

 OR=0.23 0.08 0.065 p=0.005 

 OR=0.86 0.26 2.8 p=0.8 

Hoffer et al (2008), 

J Vasc Interv 

Radiol[14] 

19

TEVAR262

376   

50 667

TEVAR  

 

 TEVAR 8.4% 20.2% OR=0.43 0.26 0.70 p=0.001 

 TEVAR 0.83% 5.7% OR=0.30 0.12 0.76 p=0.01 

4.2% 

Xenos et al (2008), J 

Vasc Surg[15] 

TEVAR220

389 17

  

30  TEVAR 8% 20% OR=0.44 0.25 0.78 p=0.005 

 TEVAR 2% 14% OR=0.31 0.15 0.66 p=0.002 

 TEVAR 0% 7% OR=0.32 0.1 0.93 p=0.037 

Tang et al (2008), J 

Vasc Surg[8] 

TEVAR370

329 33

  

 TEVAR 7.6% 15.2% p=0.0076 

 TEVAR 0% 5.6% p=0.0001 

 TEVAR 0.8% 5.3% p=0.0028 

Demtriades et al 

(2008) J Trauma[9] 

  

TEVAR125

68   
 

 TEVAR 7.2% 23.5% p=0.001 

 TEVAR 0.8% 2.9% p=0.28 

 TEVAR 13.9% 18.2% p=0.442 

ICU

±SD 
TEVAR 13.1±10.0 14.00±15.1 p=0.522 

±SD TEVAR 21.0±14.6 27.3±50.3 p=0.990 

±SD TEVAR 9.5±+15.3 12.0±19.1 p=0.095 
OR  

** OR  

-1-4
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4.3.1.2.9  

CT

 

 

(1)  
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 66.  

   

 1  6  12  24  36  48  60   

 48 35 8 0 0 0 0 48 

CT/MRI
1 45 23 6 - - - - 46 

CT/MR
2 

45 24 6 - - - - 46 

         

 0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 

I 0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 

IA 0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 

IB 0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 

II 0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 

III 0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 

IV 0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 

 0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 

         

 0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 

0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 

 0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 

         

 0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 

/  0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 

 0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 

 0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 

 0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 

 0 (0.0%) 0 (0.0%) 0 (0.0%) - - - - 0 (0.0%) 
1  
2  

1 15 59 6 60 242 12 243 546 24 547 911
36 912 1275 48 1276 1640 60 1641 2006 15 2006
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67

 

 

67  

    

      12   24   36   48   60     

 48 35 8 0 0 0 0   48  
CT MR X

1  
45 24 6 - - - -   46  

CT MR X

2  
4 1 0 - - - -   4   

            

 0 
(0.0%) 

1 
(4.2%) 

0 
(0.0%) 

- - - -   
1 

(2.2%)  

 
0 

(0.0%) 
1 

(4.2%) 
0 

(0.0%) - - - -   
1 

(2.2%)  

 
0 

(0.0%) 
0 

(0.0%) 
0 

(0.0%) - - - -   
0 

(0.0%)  
1  
2  

15 59  6 60 242 12 243 546 24 547 911 36

912 1275 48 1276 1640 60 1641 2006 15 2006  
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4.3.2  
 

 

TAG08-01  
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50

30 8.0 25

p<0.01  

 

30 40

97.5% 12%

TAG CTAG

2

 

 

 

 

 

TAG08-02  
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51 30 7.8
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7.8%
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