#R= C-19
HEREMHBIEHERRBESE

VR 2 348 5 H 31 AHUE

HEEERS : 12601

HEEE ARFBIR 2 — FXIE

T2 HEART - 2009 ~ 2010

EEES 21830031

MRREL (FIX) EXEHRFESIXATLOUEZEMNHRE

HEERREL (M) Sociological studies of medicines regulation

HERRE
H{ &EF9 (TASHIRO SHIMON)
REKE - KEREFZRMER - 15E8I%
MEEEZES 50548550

WHERR OB (Fn30) -

AHFZED BHIE., BARTITOI T 5 DO HRRER O FEM 2 F A28 U T, BEDE
HAHE S 2T AOMEEZASNITLHZ L ICH D, FHOFEMBRBIZITo MR, (1) &
BT A a2l &3 D R RBR O MBI REE ORI, (2) BAROEERBSRE > 2T L0
P, (3) BEIRRB~DBRESMOMEE, L) 35058128\ T, BIIED VAT A2 WET
HEMNH D Z ENHALMNT - T,

WFIERR OB (330

In this study, I focus on a controversial case in Japan about a randomized withdrawal
trial of antidepressant, and analyze ethical and social issues underlying it. In
conclusion, I suggest that there are three major issues to be considered: (1) ethical
issues in study design, (2) regulation of clinical trials in Japan, and (3) patient
participation in clinical trials at the planning phase.
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