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Fig.1.1 Crisis of Japanese Industry for Medical Device Development . 
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Table 1 Assessment of effectiveness in 46 studies with the control arm, 

which led to premarket ap-proval of the therapeutic medical devices.  

Type of
endpoints

Parameters in the test group

Superior Equivalent Inferior ND

Primary
(n = 46)

43%
(n = 20)

57%
(n = 26)

0%
(n = 0)

0%
(n = 0)

Secondary
(n = 31)

68%
(n = 21)

26%
(n = 8)

0%
(n = 0)

6%
(n = 2)
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11

3 27% 7

64% 31

5 16% 15 48%

10 32%

17 6 35%

10 59% 8

3 38% 2 25% 2 25%

 

Table 2 Assessment of safety in 46 studies with the control arm, which led 

to premarket approval of the therapeutic medical devices.  

Evaluation
criteria

Parameters in the test group

Superior Equivalent Inferior ND

Mortality
(n = 11)

27%
(n = 3)

64%
(n = 7)

0%
(n = 0)

9%
(n = 1)

Complications
(n = 31)

16%
(n = 5)

48%
(n = 15)

32%
(n = 10)

3%
(n = 1)

Adverse
Events
(n = 17)

35%
(n = 6)

59%
(n = 10)

0%
(n = 0)

6%
(n = 1)

Other
(n = 8)

38%
(n = 3)

25%
(n = 2)

25%
(n = 2)

13%
(n = 1)
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FFig.5.3. Benefit-risk map demonstrating effectiveness and safety scores of 

the tested devices in studies with a control arm (n = 46).  
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FFig. 5.6. Schematic representation of the proposed method for evaluation 

of novel therapeutic devices. 
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