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Taguchi Wet al:RSMP3:81-93,2013

Study Characteristic Study location P value
All sites in Japan No sites in Japan Some sites in
Japan
Study design characteristic
Studies, No. 18 37 3 NA
Enrolled patients, mean (SD) 67 (83) 308 (335) 706 (393) 0.004
Study sites, mean (SD) 7 (4) 23 (18) 55 (NA) 0.002
Multicenter studies 13/13 (100) 35/36 (97) 3/3 (100) 1.000
Randomized studies 2/18 (11) 16/37 (43) 3/3 (100) 0.017
Blinded studies 0/18 (0) 7/37 (19) 1/3 (33) 0.082
Studies with primary end points 10/18 (56) 31/37 (84) 3/3 (100) 0.024
End point characteristic
PEPs, No. 14 50 7 NA
Analyzed patients, mean (SD) 81 (79) 288 (269) 456 (270) <0.001
PEPs with control comparisons 7/14 (50) 30/50 (60) 7/7 (100) 0.503
Retrospective PEPs 0/7 (0) 4/30 (13) 2/7 (29) 0.306
Composite PEPs 8/14 (57) 24/50 (48) 317 (43) 0.545
Surrogate PEPs 11/14 (79) 43/50 (86) 7/7 (100) 0.677
PEPs with post hoc analysis 1/14 (7) 2/50 (4) 0/7 (0) 0.530
PEPs not interpretable 10/14 (71) 18/50 (36) 0/7 (0) 0.018
No target goal 6/10 (60) 2/18 (11) 0/0 (0) 0.011
No statistical analysis 2/10 (20) 15/18 (83) 0/0 (0) 0.003
Insufficient data 2/10 (20) 1/18 (6) 0/0 (0) 0.284
No results 0/10 (0) 0/18 (0) 0/0 (0) NA
Follow-up time for PEPs, 30 (1-270) 180 (1-730) 270 (240-365) 0.008

median (range), d
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