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Artificial intelligent system to propose a proper trial desgin for medical
devices based on regulatory science
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There are 124 new medical devices application review reports. Ninety-eight

medical devices reports were analyzed, after expulsion of 7 diagnostic devices, 6 accessary devices,
13 only clinical evaluation report. 161 trials were reffered in the review reoports. When more

than 2 trials were reviewed, one trial was defined as pivotal trial. A database with pairs of one
medical device one pivotal clinical trial.
There were enough sample size for machine learning, | performed a descriptive epidemiological
analysis. Median time for approvals were; 378.5 for RCT, 496 for Historical Control, 364 for
Objective Peformance Criterion / Performance Goal, 513.5 for before-and-after trial, 301 for
descriptive statistics.
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Baseline characteristics
RC HC | OPC/PG
(n) 44 6 27 8 13 98
1 1 1 3 1 1 7
2 28 3 13 4 8 56
3 15 2 11 3 4 35
31 2 17 6 6 62
13 4 10 2 7 36
3 1 1 0 0 5
0 0 1 4 2 7
4 0 2 1 2 9
17 1 12 0 1 31
2 1 2 2 4 11
ICT 18 3 9 1 4 35
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