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Proposal of a Draft Human Research Participants Protection Bill
— As the most essential legal basis for bioethical issues —
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30 Controller Committee

Abstract

O O Although Art.7 of the International Covenant on Civil and Political RightsCJ ICCPRO stipulates that* ...no
one shall be subjected without his free consent to medical or scientific experimentation.”, there is no law, in
Japan, aimed at protecting human research participants in general. The MHW Ordinance on Good Clinical
Practice] GCPOunder the Pharmaceutical Affairs Law regulates only clinical trials for new drug applications.
National life science policy makers have avoided the discussion on this most essential legal basis for bioethical
issues.

0 O We present a draft proposal bill on the protection of human participants in research and securing research
integrity.

O O The draft Human Research Participant Protection Bill addresses the following issues] 1[It covers not
only biomedical research involving human subjects, but also those involving any part of the human body or
information as well as behavioral research] 2(0The bill aims to ensure the protection of human participants
and research integrity] 30A research review board will serve as a public body that is independent of research
institutions. 40The importance of protection of vulnerable population in selecting participants, both in research
protocol design and in implementation is emphasized. Researches are not to be justified by informed consent
doctrine alone.

00 O We hope this article will be the starting point of discussions towards the enactment of the bill into a law.

Key words
legislation for protection of human research participants, research integrity, public independent review board,
protection of vulnerable population, bioethics
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Fig. 1 Review system of the Draft Human Research Participants Protection Bill
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Fig. 2 Contents of the Draft Human Research Participants Protection Bill
gooooooooooooooooobooooooo

gbooooboboboobooooobo

oooooooo) A

gboooobooboboooboooboobobobooboboobobobooooobo

0oooooooe)

gboobbz2iooobobooooboobooboboooobooobobono
gbooboobobobobobobooboooobobooooboo
gooobooboobobbzz@ooobooboboboooooobooboooog
gboboobooboobobooooooo
gbooooobodobz23moooooobobooooboboobobobon
gooobz240bobgoboocooboboboboooboboobobooonog

gboooboooonb
gbooooz2sboooooooooobooooobobooooooooooobog
gobotohze@ioooooobd27ymooobbobdzs@bounnoOnn2en
DDD‘

4

Oo0Ooo0oooo@)

gooobo4ino >
goooooooboboboooboobobobooobooobobDooboon
gooooobooboboobooobobooboboooobooboboo
gbooooooobobobooboooboboobooobooboon
gooooobooboooooobooooobooooobobooooboooo
goooooogoo

OooOooOooodano

—
w
~

1614 O

gboooboobobo42000000b0Ob0O00OO0b0b0OoDbO
gooo43bobobooooooobobooooog
goooooobooboobooooobb44moobobobobboboobboobobogon
gbooooobobo4soooobobobobobooboobobobobobo
DDD‘

oooooooos)

gooooooos1mooooooos3d
gbooooos200000055Mmuoo0oos7o
gboooboobos4@bobooooobobobobobobooboboboboo
gooooobgoossmoooooobobooooobooboboonoon J

03750



00 0 00300 2330 02003

ooboboooooobooobboooboboon
0000000@®UOoO0O0DnDOoonooooonog
gobooobboooobobooobobomoooo
oobobooobooobobooobooboboon
oboooooobooboobobobooboooon
goboobobooooboooboooboooboon
oobobooobooobooobboobobboon
goboooooboooooboboooboboooooboo

goboboobooboobooooboooboooboon
ogobooooboooobobogooboooooooo

oboooooobooboobobobooboooon
oboooooobooboobobobooboooon
goboboobooboobooooboooboooboon
oboooooobooboobobobooboooon
oono
ooob0ob0ob0obO0DFiglOOOOODOO
O0OFg200000000000O00O0OOODOO
oobobooobooobooooboobobbooo
gobbooobooobobooooooboooboo
gopoooooogo

gooboobooooobobboooobbooo
gooooobobooobOoomooon
gooooooog

o1iooo

1-10000
gobooooboooooboooobooobon
gooooooboooobmobooooboo
gobobooobobooooboooboooo
gobbooobooobooobooon
gobooobobooboooboooboooboo
goboboooooomoooboooboooo
gobboooboooboooboooboon
gooooooboooboooboooboo
gooooooboooobooboboooo
goobooooooooboooboooboon

Mooobbooomuoobbooooboooo
gobboooboooboboooooobooon
obooooooboobooboboboboooon
gobobooobogooboboooboboooobooboo
goboooooooboobboooboboon
obooooooboobooboboboboooon
ooboboooooobobboooboboboon
gobboooboooboobboobobooon
oobobooooboooboboooboboboon

goboooobooooboboooboogoooooo
ooboooobooooboobobboooooo
goboooboooboooboooboo

12000000000
goboooboooobbooobooon
gobooooboboooobooon
Q0000000000000 000000
goobooooboboooboobboon
gooobooooboboboooooo
gooogoooo
@UOOo000o0000o00OoOoOoooon
goboboobboobobooobooon
goooooon
(®UO0DO0D000DO00D00000000000
goboboobboobobooobooon
goooooon
@OUoO0000D0000D0O00DO0OO00d
gooogooobooooboooo
GU0O0OO0DO000000D0000D0000O0
gooo
®ODO000D0D0000000O0000000
gooboooobooobobooboboon
ggo
@OO000000000000000000
gobobooooboooboooboon
goobooooboboboobboboooon
goooooooobooooobooo

03760



goobooobooobooobogo
goboboooobooooboooooon
goboboooobooobooobooo
gobobooooboooboooboon
gobooooooooooboobooon
gboooooooboboboboobon
gooog

®000D0000000000000000
od

Moooo0o0oooooooooooooog
00000o0o0ooDooDooooooooooog
oooooooooooooooooooooo
ooooooooooooooooooooog
o00o0ooooooooooooooooog
0oooDoooDooooooooooooooo
ooooDopoOoooooooooooooooo
oooooooooogd
0o0o0DooDooDooDooDooDoooooooo
ooooooooooooooooooooon
0O0000o0oooooooo2c0o0ooooo
oooooooooooooooooooooag
oooooooooooooooooooooo
0000o00ooo0oooooooooooDooo
ooooooooooooooooooooon
ooooDooDo0omWOoOoooooooooooo
00000ooooDooooDoooooooooo
ooooDooDoooooooooooooooo
ooooooooooooooooooooon
oooDoooooooooooooooooog
oooooooooooon
0oo0oDoDoooDoooooooooogoooo
000000o0o0oooDooDoomooooooog
0oo0oDoDoooooooooooooooa
O0O0000DO0OCRODOCcontract research
organizationO OO OO DO OO OO SMOO site
management organization0 0 0000000 *#°
ooooooooooooooooooooon
0000 ooooooooooooocrRoO
sMoOOoOooOooooooooooooil10d

Clin Eval 300 213[J2003

goboooobooooooboboobobooooo
ooobooboobbOoooooomuoooooooo
O0O00O0DbOb0O0DODODO0Odavailability
ooooo*[ooooooooooooooo
oboooooboobooboboboobooo
gobooooooboooboboobobooobob
oobooooboooboo

1-30000000

1-3-10 0000 0b0o0obooobooon
gooogoooog

1-3-200000000000000000O0
gooooooooooodg

13300000000 moomoog
goboobooooboooobmoooooo
gooboobooooboboobooboobo
oo

134000000000 000000000
gobooooooooooooooog
gooboooooobobobobobo
gooooo

1-3-5000000000000000000O
gooboooooobobobobobo
gooo

01-3-1g00ogooopicooooooooog
oooo
01-32000000000000000OO00O0OO
0O000000ooo0ooooooooooooo
OO000o0oooooooouooomoooo well-
beingD 0O ODOODO

013300008 130000000000o0oO
oooooUooooooooooooooooo
0000000000000 ooooooooo
o0odoOo0oOoO0oOoooDOoooooobooo
oooooooooooogooooooooon
0134000000000008 70100000
000000000 0oooooooooooon
oo0oooUoOooooooooooomoooo
O0000ob0OoDOoobOOobOOooDOooDOooooooog

03770



00 0 00300 2330 02003

000bOO0DOO0DOoDOooOoooooooos 970
ooboboooooobooobbooboboon
gobobooboooobooooboooboboooboon
oo3-1gpobogooooobooobbooon
ooboboooboooobobogoobooooobooo
gboobooobooboobobbooboon
ogobobooobboomoooobbooobobgoo
oooobooboooobooobooobboooo
gboboobooobooboobobbooboon
ooboboooboobooobboobboon
oopobooobooooobgoo
gi3-sgnooobooobomoooboooo
obooooooboobooboboboobooon
ooobomooooobobboooooooo
oo

2000000

2-1000000

2110000000000 ogoooog
goboooboooobobooooooboo
gopoooobooon

212000 0000000000000 0
gboboboboboboboboobo
gopoogoon

213000000 ooooooooooo
goboooomoboooboommoo
gbobobobobobobobobo
gobooboooobbooobobooooboog
gobooooboooog

2140 000000000D0ODODODO
gobmooboooboooboon
gomooobooboboooboooo
gobooooboooboooobo

goboboooboobobooobooobboooboon
oobooooboooobobogooboooooobooo
ooobbooobboobobooom2oon
gbobooboooboboboobobobooboon
gopoooooooobogoooboooboooo

gopooooooboobooooboooboooo
oo
02130000000000000000000
ogoboboooboooooboooboobobboooboo
goboooobbz24000000O0DO0O0OD
gobooboboooobooooboooboooboo
oooooboboooboooobooobboooboo
gobobooobooooobobooobooboooo
034400000000

2200 00000000000

2210 000000000000 00000
gooooooooboobobobooobg
gobbooobooooobooooog
gooooobooooooboobboobooog
oo

222000 0000000000000 OOd
goobooobooobboobboooba
gooogooooooobooobmog
goobooooooooog

2230000000 oooobooooog
gooogooooooobooooog
goooooooooo

222-4A0 00000 ooboboooomoobon
gooboooooobooboboobooog
goobogo

22500 0000000000DO0O0O0ODO
gobboooboooobobooooog
goobogoos3sgboooooooooboog
goooboooobooobooobooooo
gobobooobobooooboobobooo

gboobooobooboobobobooboon
oobobooobooobooooobooooo
goobooooooboboboboooobobo
gobbooooboooboboooobboon
ooooooogboooboobooboooo
oobobooobooooboboooboboooboooo
gobbooobooooboooboooboooboon
ogoobooogooooooobooooboooo

0 3780



0oooDooDooooooooooooooog
ooooDoooooooooooooooooo
oooooo®goooooooooooooo
ooooDoDoooDoooooooooooooo
ooooooooooooooooooooon
0000o0DoooooDooooooooooo
ooooooooooooooooooooog
ooooooooooooooooooooag
oo

02220 0 00000D0O0DO0ODOODOODOO0OO
ooooooooooooooooooooag
ooo0oo0oo0ooooooooooooooo
ooooooooooooooooooooog
0oooDooDooDooooooooooooog
00o0ooooooooooooooooooo
ooooooooOooooooooooooao
0MooooDoOobDooooOooooDooooDO
00o00oo0ooUooUooooooooooooo
ooooooooooooooooooooon
ooooooooooooooooooooon
000000o0ooDooDooDooDooDooooog
ooooooooooooooooooooog
ooooDoDoDOoooooooooooooooo
00o0dooooooooooooooooog
ooooooooossm

02240 0000000000 3R] replacementd
reductionO refinement0 DO OO0 O0ODOOO0OO

2300 0000000000000
2-3-100000000000000000
gopooooboooboooobo
232000000000 obobooooog
gbobobobobobobobooobo

oopoooobgo
2330 00000b0boooobooooooD
gobooboobobbooobbooobobooo
gobooobooboobooobooon
oobooooboooboo
223-A000000000000D000D00O0
goboooboobooboboooboon

Clin Eval 300 213[J2003

goboobogooooooomooooog
gobbhoooboooboooooog
gooooooo
23-50000000000Db0bD0bD0oDO
goooooooooooooboooog
goboobobooboboobooobooo
gooooooobooo

gboobooobobobooboboboobooon
ooo0o0oo0O0s 1300o0o0oooooooooo
ooooooooobogoobbooboboooo
goboboobooobobooobbooooboooo
goboooobooobobogoobobooooobogo
gooboobobbooooooobobbboooooo
gobbooobobobooobboobooobobOo
gopoooboooobobooooboobboooon
gooboobobbooooooobobbboooooo
ooooooo¥ooooooooouooooo
goboooobooooooooooboooboo
oboooooboobooboboboobooo
gobooooboboooooboobobooobob
goooooboobooooboboooobooooo
ogoboooobooobooocboooboooo
gobooboboooboooboooboobo
gopooooobooobobooooboooo
ogoboooobooobobooobboooboooo
gobooboboooboooobooboboooboo
ogobooooboooooobooobboooo
goboboooooooooobooogoob
gobooobooooobooooobooooo
Mmoobbooobobooobooobboooboo
ogopoooobooobooooboobobooooo
gbooboooboboboobobooobooon
gobooooboooooboooooooboooo
gobobooooooooooobooogoo
goooobobbooooooobobbbooooon
obooooobobobooboboboobooo
gopooooboooooobogoo

03790



00 0 00300 2330 02003

24000000

-24-10000000ob0boo0obooobo
oobooooobooobbooboboo
gbobobobobobobobobo
gomooobooboboooboooo
gooo

242000 00000Db0ODbOobDOobDOonDg
gobooobooobboomobooon
gooooooooooooboobooboo
goobooooobboooooboobooon
gobooobooobooboboooboon

0z2410000000000000D00O00O0ODO
gobbooobooobobooobbooz-4-200
goobooooooooooobooogooo
goboobobooobooooboobobboooo
gobobooobooooboobooobobboooboon
ogoboboooboooobooboobobboooo
oboooooobooboobobobooboooon
gobobooobooooilgoboobobboooboon
ogooooobooooobooboooboooo
goob2000bobogoooboooobooon
goboooboao
oboooooobooboobobobooboooon
ogoboboooboooobobogoobobooooooo
goooobbooooooooboobbboooooo
oboooooobooboobobobooboooon
gobooooboooboooo
goboboboboboooobooooboooboooboon
oooooobooooboboooboobobooon
oboooooobooboobobobooboooon
gobboooboooobobooobbooooboooon
oboooooobooboobobobooboooon
oobobooobooooboboooboboooboon
gobbooobooooboboooboboooboo

250000000
25- 1000000000000 000o00bo
ooboooobooooomuoooboogoo

gooboooooobooboobobogoobg
gobobooomobooooboooobog
goobooobooooboog
2520000000 0000bL000oDoo
gooboooooooobmmoooboog
gbooboooboobooboobooboboaoobg
gooooooboobobooboooboog
gooboooooooobmmoooboog
gooobobooooooobboboobooog
gobboooboooobobooooog
gooooooooooobobooboooog
gobboooboboooobooooog
goooooooooo
253000000 ommuuoooooonog
gboobooooboobooboobobaoobg
goooooooooommooooog
goboboooboooboooooog
goooooobod

2510000 oooooooooooo
goobobooooboboooboboooboo
oobooooboooobobogooboboooo 200
gocCcpPObiDboobboobDbOoOonDD
gobboooboooboobooobbooboo
ooooooobooboobobobooboooo
oono

goooobbooooooooobobboooooo

goobooboboooooobobbooooo

ogobobooobogoboboooobooobooo
gobobooobbooobooooboboboooboon
ooooooobooboobobobooboooo
gobooooboooboooo
gobooboooooooboooobooooon
goooboboooobooooboobobboooo
oobooooboooboooboobobboooo
gboobooobooboobobobooboon
ooboboooboooobobooobbooobooo
oboooooobooboobobobooboooo
gooo

03800



260000000
2-6-100000000000000000
goooboooobooobbooobobooo
gboboboboboboboboobo
gbobobobobobobooboobo
gooooo
(DO0o0O00000000000oo0O0o0
gobooooboooooboboo
(200000000 ooooon
(3000000000000 00000
gooodono
4)00o0o0000oooooono
2-620 00000000000 uooDOoO
goboobooobboooooobooon
goooooboooooooboobooo
gboboboboboboboboobo
gobooooboooon
(DO0o0O000000O00000mon
oobooooboooboo
(200000000000 mooooo
gopooooboooboboon
3oooooo
2630 00000000000 ODO0ODOD
oob0zs102820 000000000
gobooooobgo

gobobooobobowmoboooz2200oboboon
goboooobooobbobooboboobooon
300o00bOo40bO0DO0OD0ODmOOOOOOO
gooooboboooobooooboooboooo
goboboooboooobooobooobboooo
gbooboooboobooboboboobooon
ogobooooboooobobogoobommkBooooo
oobooooboooobobogoobobooooooo
goboobbooobobooobboooboboon
ooboooboooobboooboooboooo
gooooboboooobooooboooboooo
opboooOobo0o20c00b0O0O0oDOoboboOooO
oboooooboobooboboboobooon

Clin Eval 300 213[J2003

ooboooobooobooooobooooo
gobooooboogooobooobobooboooo
gobbooboboobooooobooboboooboo
goobooooobooobobooo2-7ob0oD
ooboooobooooobogoooog

2-nof0oo0oo0oooomoooogon
gobooooooooooooobooooboo
gobooobooooooooobo

gobooooboobooooboobobboooo
gbooboooboobobooboboooboon
gobooom-s30oguoooooooooon
gobooooooooooboboobobooooo
gobooooboao
O000O00O0obOOooOOooOoooo=xgoooo
goooooboboboooobobooobobooooo
bbb moooooobooooboboooon
goboooobooobooomnooboooo
obooooobobobooboboboobooo
gobooobooobobooboobboooon
oooboooooooboboooboooboo
gobobooooooooogoobooogoo
gobooboooobobooobobobooobob
oobooooboooboo

28000000
gbgbooooobooboboboooooo
ooooooboooboo

ogoboooboooobogoobobooboboooo
oboooooboobooboboboobooo
goobooboobobooooobooobbomooobo
ogopoooboobobooobobooboboooboo
gopooobooobooooboobobboooo
gobooobooobobooboooboooboon
ooo

29000000000
gbgbooooobooboboboooooo

03810



00 0 00300 2330 02003

gobbooobooobooboboooo
goboboooboooboooboooo
goobooooboooboooboobon
gooooooboooobooooo

gobobooobooobobooobooboboon
oooboooboooobobogoobobooboboon
oobobooobooobooobboobobboon
gobbooobooooboooboobobboooboon
obooooooboobooboboboobooon
gobooooboooobobooboooboooo
gboobooobooboobobobooboon
goboboooboobobooooboobobooon
gopoooobooon
goboboboboooobooooboobobooobon
obooooooboobooboboboobooon
goooobooboooobooobooobboooo
gobbooobooobooobooobbooon
ooboboooboooobobooobooboboon
ooboboooboooobobooobooboboon
gboobooobooboobobobooboon
gobooooobooooooooobobooooo

300ooooooon

310000

N-10o0oooobooooboooboobd
ooboooomoboooobobooobobgoo
oobmoooooboobboooooog
goboooboo

M3 0pn0poooobooooobooomog
gopooboooboobobobboooboobogoo
gobooobooooboooboooboo
gopoooon

3-1-400000000000000000
goboooobgoo

Mmooobooob3poobooobooboon
gobbooobooobobooobooboboon
goobooooooooooobooogooo

oo
ooobooobooooooobooobbooo
gboboobooobooboboobobboobooon
ooobooobooooooobooobbooo
gobobooobooooobobooobooboooo
goboboooboooobobooobbooooooo
oboooooobooboobobobooboooo
gooo
gobooobooooboboobboobboo
ooboboooboooobobogoobboeecpPo o
ooobooobooooooobooobbooo
gobobooooboooobooboboobon
ooobooobooooooobooobbooo
goboboooboooobobogoobobooooooo
goboooboooobobooooboboo

3200000000000000

3-2-10000
2-1-1ggoogooooooogoooog
goooboooobooobooooog
gooogoooooooboooog
oo
32-1200000000000000000
goobm@moboooboboooboo
goooooon
32-13000000b0bo0m@-200000
gooboooooobooboobobooobg
oo
32-14000000@B2000000000
gooooooooooooooog
gooogoo
3215000 00000D00D0O0DO0OOon
gobobogooobooobooboboon
2-16000000000000D00O0ODOO
gooboooobobooobooooobao
gooboooooobooboobobooobg
gooboooooobooboobobooobg
gooo

03820



oobooooboooboboooboobobooon
goobooogoobooogoobbooooobo
gobobooboogooobooboooboooboo
oobooooboooboboooboobobooon
goooooboooooog
gobooobooobooobooobobboooon
goboooobooboboooboboooobooo
oobooooboooboboooboobobooon
gobbooobooobbooobobbboon
obooobooobooboooboboboobooo
gobogooboogoobobooobobooobooboo
gobobobooooooboooobooogoon
goooooboooog
g321-60000000NGOOODOOOODOO
gobooobobooobboon

3220000000000

32-2-100b0o0goobooooooooog
gobooobooobmuoobooon
ooo

3-2-2-20000000000O0O00C0001
gobgobobilioooboboooboobogoo
gooo

32-230000000b000ooboooooo
gboboboboboboboboobo
gooooo

32240 0000000000D0O000O0O0
gobooooboooooooooog

32250 000000003440 00000
goboooboo

ogobooooboooobooooboooooimreO
gobboooooobooobbooobobobooon
goooobboooboboooboobobooo
oobooooboobooobboobobbooo
gobooboboooboboooobobobobooon
goboboobobooobobooobooboboon
gopoooboogooboboooobooobooo
gobooobooobooobbooboboon
goooooboooobooocboooboooo

Clin Eval 300 213[J2003

gobooooboooooboooboooboooo
goboooobooooooooooboooboo
gboobooobooboboobobooboobooon
ooboooobooobobogooboobboooon
0020000000000 00D0bOo0bOoO
ooobobobobobob20000000
gobooooboooobobooobobooooog

gobooooboooboooboobobboooo
goooobobooooboooboooboooboo
oboooooboobooboboboobooo
gooboobboooooboboboboboooooo
gboobooobooboboobobooboobooon
goboooobooobobooooooboooo
gobooobooobooobooooo

2300000000000 O0O0DOODOOO

323100000000 ooobooonoo
goobooooboooboo

323200 0000000000D000D0
goboobogooooooomooooog
gobobooobobooooobobooooog
gooooooobooo

32330000000 b0ubobobooooon
gooooobooooo

32340 0000000000000ODO0O
gooogooobooooboooobog
gooooboboooboboooooobooo
goooooooobboobbooog
goooboooobooodg

oboooooboobooboboboobooo
oboooooboobooboboboobooo
goboooobooooog

324000000000

2-4-100000000000000000
gooogooooooobooobodd
goboooooooooooooog
goobooooboooboo

3242000 000000000000DO0O

0 3830



00 0 00300 2330 02003

ooboooomobooobobooboboo
gboboboboboboboboobo
gobooobooobooooo

32430 000000000000O00DOO0
oobooooobooobboooboboo
goboboooobooobooooboboo
oooooobooooobog

324400 0000000000000 OO
gomoooboobobbooobooo
oooooobooboboooboboonboo
gooooobooooog

32-4500000000000000000
ooboooobobooooboon

gobooboooooboobooooboooooon
gobogoobooobooobbobooboboooo
goooobogooooooobooboboooo
gboobooobooboobobobooboon
goboboooboooboooobobooobooo
obooooooboobooboboboobooon
gboobooobooboobobobooboon
oobobooobooooboobooobboooo
oobobooobooobooobboobobboon
gooooon
obooooooboobooboboboobooon
ogobobooobooooobooobooobboooo
gobooosgoooboooobooon
obooooooboobooboboboobooon
obooooooboobooboboboobooon
gobooobooboooboboooboboon
obooooooboobooboboboobooon
gopoobobogooobooooboooboooo
gooooon

3-25000000

32-5-100o0o0ooobogoooooonog
ooboooomoboooobobooobobgoo
ooboooobooooobog

325200 000000000000000
ooboooomoboooobobooobobgoo

gooooooboooboboon
3253000000000 ooooooog
gobboooboooobobooooboog
gobooobobooboboobobooog
goobboooobboooobooooo
gooboooobomoooooboooobo
goooooon
32540000000000000O000O0
gbooboooboobooboobooboboobg
goboboooboooboogoooog
gooooooboooobooooo
3-2-5-50000000000000000O0
goobooooboooboo
25-60000000000000OO0O0O0O
gooobooooboooooo

goboooobooobooooobooooboooo
goboboboboooobooooboooboooboon
gopoooooogo

3-2-700000ng

2710 00000obogoboboooooo
goboboooboooboooooog
gooooooooooo

2720000000000 0O000O0DOODO
gooooooooboobobobooobg
gooo

32730 000032530 00000000
oono

2-7-4000000000000000DO0
gooogoooooooo

32-750000000000000O0000O0
gooooooooooo

oboooooobooboobobobooboooon
gobboooboooobobooobooboooboon
oboooooobooboobobobooboooon
goooboboooobooooboooboooo
gboboobooobooboboobobbooboon
oobooooboooboooobooobboooo

0 3840



gobooboogooboboooobooboboooo
gobobooboogoobobooooboobobooon
gbooboooboboboooboboobooboon
oobooooboooboboooboobobooon
gobooooboooobobooobobobboboon
gobooooboooooboboo

3[OODODDODODDODOOOOO

3-3-10000

3110 gpoo10ooooooooon

31200 000000000000000
oooooobooooboo

3:3-130 000000000000 3300
gbobobobobobobooboobo
goooo

33140000000 00000000
gobooobooobobooooboooao
googo

3150 000000000000O000O0
goboobobooobobooobbogoo

31400 00000000000D0O00OO
ooooooobooobboooboo
gbobobobobobobobooobo
goboooobobooooboon

goboooboobooobobooboboon
oooooobooooboboobboobobooon

gooboobooooooboobobobboooooo

gbooboooboobobooboboobooboon
goboooobooobooooobooooboobo
gooooo

3-4-10000
goboooooboooobom-220000
ugs3-2-230000M

342000000000000000000
gobobooobobooooboooboooboon
goobogoooogs23000000

Clin Eval 300 213[J2003

3-4-30000000000000000

M43 1000000oogooogoooog
goboooobobooobobooboboo

AM4-3200000000000000000
gooooooooboobooobobobog
gbooboooboobooboboobobaoobo
oo

34330 000000n0goooooonog
gbooboooboobooboboobobaoobo
gooooooboooobooooo

AM4-340000000000000O000O0
goboooooooooboobommog
gooooooooooo

gobooobooobbooobooooooo
ogoooooboooboooboooboooo
goboooobooobobogooboooooogo
gobbooobooobbooobooobooon
ogoboooooooogoobobooboboooo
ooboooobooobobogooboboobbooon
gobooobooboooboobobboooboon
ogoboooobooboooobobooobboooon
gopooooboooooobogoo
gobmoobooobobobooboboboon
00000000000 minimal riskOD0O0OO0O
O0ogo*ono

goboooboooboo
goboooobooooboboon
gopooooboooobobogooobooo
gobooooboooon
ooboooobooobooboboooo
oooogoo

goboodgno
gobooobooobooobooooo
gobooooooooobo

3-4-40 000000000

HM-410000000000000O000O0
goooooooo

HM-420000000000000O000O0

03850



00 0 00300 2330 02003

goboooobooobooomooon
goboooobooooobobooooo
gobooooboooooboo

34500 000000000000
HM4-5-10000000000o0o0o00ooag
gobooooboooboooooo
3-4-520000000000000000
goobooooboobobbooooboogoo

goooooboooboboon
345300 00b00obooooooboooonog
gobooooboooooboboooboboond
gboboboboboboboboobo
oopobooobooooobgoo
HM4-5-400000000000000000
oooooooboomoboboooboobooo
gooooobooooog

ooobooobooobobooboboobooooo
ooooooobooboobobobooboooo
goboboobobooboobooooboooboooboon
ogooboooobobooobbooobboooo
ogoboboooboooobooobooobboooo
gobboooboooooboooboo

M-60000000DDODO

3-4-6-10000000000000000
gobooooboobobboooboobogoo
ooboooobooooobboooboboo
goboooboooobobobooobogoo
gopoogoon

HM-620 00000000000 O00OOO
goboboooobbooobobooooboo
goboooooobobooobooooboogoo
goboobooooobooobbooooon
gobooooboooboo

3-4-6-30 0 0000000000000
ooooobooobboooobogoo
goboobobooobooobo

034600000 00000000000000O
O000oooooooooooooooooon
HTAJ health technology assessment00 O O O O
0000000000 ooooooooooon
000000000000 000ooooooooon
oooooooooooooooooooooo
0O000oo00oooo00oooooooooooon
o0o0ooooooooooooooooooo
O 40
000000oooo0oooooooooooon
O000ooooooooooooooooooo
oooooOooooooooooooooooo
0O000000ooo0oooooooooon

34-70000000o00

47100000000 00oboooog
goooboooooooobmmuoooog
gobooooobooobooooo
goooboooooooobmmuoooog
o000 s-2-5-303-25400000000
goobbooobobooobobooooboog
gooooooooboobobobooobg
goooooooooommobooooog
gobooboboobooobooooog
gooboooboooooboog

HM4-720000000000000O0O00OO0
goooooobooobooobog
gooooooooboobobobooobg
goooooobooo

34730 0000000000D000000
gooobogoooboooooboboboong
gooooooooboobobobooobg
gooboooobooboboobbogoo

HM-74000000000000OO0O0ODOO
goboboooobooooboobbooo

034710 000000000000O¢% 240 20
ogoboboooooobooooboooboooo
oo

0 3860



4000000000

4-00000000000000O00Q0aO
gopoooobgo

4-1-100000000b0b00o0bobbooon
gooooooooooooboobooo
goomobooboooboomooooog
goboobooooobooobobooboo
oobooomoboooboboooboobooo
goboooobooobooomooo
goboboooobooobboooboo
gboboboboboboboboobo
oooooooooooooboobooo
goboooboooog

4-1-200000000000000000O
gobooooobooooboooogoo
gboboboboboboboobooobo
gooooboogooobooboboboboon
gboboboboboboboboobo
gboboboboboboboobooobo
gboboboboboboboboobo
gooooo

4130 00000000000 boooooon
gboboboboboboboboobo
gboboboboboboboboobo
gomoooboobobooboboon
gboboboboboboboboobo
gopooooboooooobogoo

4-1-40000000000000D0O00DO
gobooobooobo™oboon
gboboboboboboboboobo
oo

4150000000000 000DbO000D
gboboboboboboboboobo
gobooomoooboboobobogoo
gboboboboboboboboobo
ooboooobogo

0410000000000DO0O0ODODODOOO

Clin Eval 300 213[J2003

goboooobooobbooobbooooboon
000o0b0o0obooobooooooboo
gobooooboooobooobobobooon
goboooobooooooboooboooo
gobooooboobobooobooOom200o
gobobooooooboooobooooon
goobobboooooobobbboooooobom
goboooboboobobooobooooooo
goboobooobooobobobobooobb
omoooobooobooboobbooboobo
oboooooboobooboboboobooo
gobooboboooboboooobooboboooboon
oobooobooooooboooboooo
041-1000000000000DO0000DO O 4-
1200000000000DO00D0OC0DO0OO
gobooboboooobooooboooboooo
goboooobogoooog
gobooomboooooobooooboon
gooboooooooboooobooooob
oobooooboboooboboobobooooo
gboobooobooboboooboboooboon
gobooobooobooocboooboooo
gobooobooobobooobooobbooon
goboooboooboooboobobboooboon
goooo

4210000000000 0000O0oOod
ooo

4210000000000 000000000
gooboooobooooboobobog
gooooooooooog

4-2200000000000000000O
goboooooboooobmooooo
goboooboboobobobobooooog
goobooooboooooo

0420041100 000000000O0O0O0OO
ogobooooboooobooooooboooo
goboooboooboooboboboobob
ooboooobooobobooobobooobooo

0 3870



00 0 00300 2330 02003

gooobooooooooooobooogoo
gobooobogooobooobooboboon
gobbooobooobbooobooobooboo
ooobooobooobboooboobboooo
obooooooboobooboboboobooon
gboobooobooboobobobooboon
oooboooboooobobooobobooooooon
oo oboobboooboooo
goboboooboobobooooboooboboon
gooood
041000000000042000000000
gobobooooboooboobboobboo
obooooooboobooboboboobooon
oooboooboooobobooobobooooooo
goooobooboooobooobooobboooboon
gooboobbooooooooobbooooo
obooooooboobooboboboobooon
gobobooobooobobooobbooooboooon
goobooooooooogoobooogoo
oo

430 00000000000
gooooobobobooboooboboo
gooboooobooobbooobooon
gooooooboooobooboboooboo
gooooobobobooboooboboo
gooog

ooboboooooobooobboooboboon
gobbooobooooboboobooobboooboon
obooooooboobooboboboboooon
gobgoooboooobooobooboboon
gboobooobooboobobobooboon
gopoooboooobooobboobobbooo
gobooooboooobobogoobobogoooooo
gobbooobooooboboobooobboooboon
ooboboooboooooooboooboooo
ooboogoi1roboboooobooooboboooo
goboboooboobooooboooboooboon
gopooooooobooooboooboooo

ooobooobooobooobooobbooo
gopooboooooooooboooboooo
oooooooooooooooos™

4-000000000000DO0O0O0O0
gooooon
4410 00000000000 00000ODO
goobooooboooboboooDbs:
gooboooobooooboobbolg
gooboooooboobooboobooobooobg
gooogoooog
4-4200000000000000000DO
goooooooooobooboboooog
gobbooobooooobooooog
gooo
44300 0000000000O0DbO0ObDOD
gobooooboboooobooboboon
4-4-A04-1-100000000000000
goooboooobb4100o0oobog
gobboooboooobobooooog
gooooooo
()Ooo00Doo0oOo00oO0ooOooooooon
oopoboooboooooboo
UDO00D00D0D00DmOoo0ooon
ooo
(3oOOoDoDOo0o0O00o0oOoooOOoooo

oooboooboooooomouoboooo
ogobobooobooobbgoob200booon
oboos3oooooobobobooboooDo
goboboooboooobobooboobobboooo
oooboooboooobobogoobobooooobooo
gobboooboooboboooboboooboooon
gbooooobooboobooooooooobooo
04440000 0000000000ODDODODO
gobobooobooooboobooooboooboo
goooooboooobooobooobboooo
goooOOo#gpoobOdbooocoboOooooo
gboboobooobooboboobobbooboon
oboooooobooboobobobooboooon

0 3880



goboooobooooboooobbooooo

04200 00000000000 DOODOODO
goooooo43b0bo0obo0obbooboooo
gooooobbboooooobobbooooo
ogobooooboooboooboobobboooo
gobobobooooooboooobooogoon
gooobobogooobooooboooboooo
ooboooobooobobooobooboboon
gbooboooboboboooboboobooboon
gobooboogooboboooobooboboooo
ooobooboobboooooo@moooooooo
gbomobooooboooboobooboobooboo

4500 0000000000000 0O

4-5-10000000000000b00000
gobooooobooooobooooooo™
gobooooooboooboboooboobogoo
goooboooobobooooboooo
ooooooobooobboooboo
gobooooboooboooobo

4-5-200000000000000000O
gboboboboboboboboobo
gooooooboooomooooboogoo
gobooobmoooboboooboogoo
gboboboboboboboboobo
gooo

4-530 0000000 uooobooon
gopbooboooboooboboobobogoo
goboooobooobmuoobooon
gobooobooobooooooo

454000000001 0000000
goboooobooobooomooo
gboobobobobooobooboos-
1000444000000000000
goboooobogoooog

gobobooooboboooogooboooooo
goooobobogooobooooboooboooo
o00obOo452000000000000000O
GCpP6-2-3-30 000000000 0O0O0OOOOO

Clin Eval 300 213[J2003

goooooboooobobogoobooobbooon
obooooobooboooboboboobooo
goboooboooobobooooboboo

5000

5-10 00000000000
5110 00000000000 000000
000000o0o0oo0ooo0oo0o0o0o0o0000
0000000000000 0000oon
0000000000000 o00o0oo0onon
000000o0o0oo0ooo0oo0o0o0o0o0000
000000000oooo
()ooooooo
(200000D000000000
(3000000000000000000
0000000D0oO0oooo
4oDoOooDooooooo
() 0000000000o000oooo
goooooo
(pUoo0000o0oooooooooo
goo
(7000000000 o0oOoonDo
(8ooo0oDoO00oooon
(Woooooooooooooooooo
O
(oooDDooo00o0000ooogo
512000000000000000000
00D000D0D0000ooooo

goboooobooooooobooobboooo
gobooooboooobobooboooboooo
gbooboooboobobooboboobooboon
gobooooboooooobobooboboooo
gobooooboobboooboooboooo
gobooomoobobobobooboboboobn
gobooooboooobobogooboooooooo
oopoooon

mooobbooobbooobooobobboooon
oboooooboobooboboboobooon

0 3890



00 0 00300 2330 02003

ooomoobooooboooobboboboon
obooooooboobooboboboobooon
goboooboobooobooooboboon
obooooooboobooboboboobooon
oobobooobooboobobboobboon
gobood

oooboooboooobobooobobooooooon
ogoobooobooooobooobooobboooo
gobboooboooooobooobbooon
oobobooobobooobobooozeooboon
gobobooooooobogoooboooboooo
gobboooboooboboooboobobooon
000o0O0o0o@O0OO00DO0ooooDnoooooon
oooboobobobobooooooobobooon
0000000000000 O0o@uoooooon
ooboboobooooboboooboobobooon
ooboboooboooobooobooobboooo
0000000o0Oo®UoOooooooooon
ooboboooboooobobogoobooobooboo
gobobooooboooobbooobboon
goboooboboooobobooobbooooboog
gs1-10ogooogo.boobobogooo
ogoboooooooboooboobobboooo
gmooooobooboooboooooboon
gbooobooboomoooboobooooboogon
gboooooobobooooobooboboog

5-20000000000000O0
goooooobooooboobobooobo
goobooooboooobbooobooon
goboooooboooobooooboooboo
goooooboboboobooobobooo
gooooooooooo

0520000000000 substitute judgment
000000@O0000 bestinterest0 0000
ogooooooooooooooooooooo
00000 GCP2-180 0O [T

5300000000
goboooboooboooobooobon
ooobooooogooboobooooooo
goboogooobooooogoooboooboo
gboooooobobobooboooooo
ooboooobooobooooboooo
ogobooooboooooogoooog

oobobooobobooooooboobobbooo
ooooooobooboobobobooboooo
gobbooobooobobooobboooboon
ooooooobooboobobobooboooo
gobooooboooobobooboooboooo
gboboobooobooboobobboobooon
gopooooog

5-A000000000000D00D00D0O0

541000 0000000Db0obOoboonbog
goobooooboooboboooobo
gooboooobooobooon

5420 000000000000 0O0O0OO
gooooboboobobobobooooodg
goooboooobmooobooobo
goooooobooo

54300 0000000000000 DO0O
gboobooobooobooboobooboboaobg
gobooboboobobooobooog
goooooobomooobooooog
gboobooobooobooboobooboboaobg
goooooobooobooboooog
goobooooooboobooboobooobg
gboobooobooobooboobooboboaobg
gobooooboooboooooog
goooooobooooboooobo

0000oo00oooooooooooooooon
0000oooooooooooooooooo
ooooooooUoooooooooooooo
000000000000 OOzero biopsyd O M

03900



gobooooboooboooboobobbooo

goooboooboboooobbooobobogoo
gobboooboooboooos-4300000
gobooooboobooobooobbooo
gooooooobooooobo20bbo0og0oon
oo

55000000
55-1000000000000000000
000000 O000o00oonooon
00000000 o00o00onooon
000000 o0oooooooon
ooo00o0ooooDooo
(000000000 000000000
ooooo
(2)000000000000000000
goo0o0ooooDooo
(300000000 000000000
gon
(4000000000 000000000
oooooooooon
552000 000000000000000
0mo00000000oo0oooooon
Joo0o0o0o0ooooooooooon
ooo0oo0oooooon
5530 00 0000000000000 00
000000000000 0000010
0(OEoWIDO00D0Do00ooonoon

gobooobooboooobboooboboon
oooooooooooooooboboobobDéga
gbooooboooooboobooobboooo
goboobooooboboooboooboboooboon
ooooooboooobbooobboooboooo
oboooooboobooboboboobooon

ooobobbooboecPOOOOOOOODOS-

53000000bobbooooooooboboog
oobooooboooboboobboobobooon
0000000000000 00@B)4)oo0n
goboooobooobobooobboobbooon

Clin Eval 300 213[J2003

ooboooobooobog

5600000000000
ooooooboooboooobooooboo
gobooooboooboobobooooo
goboooboobbboooboooboon
gobobboooobboooobobooon
goboooobooooboooobooooboo
gbobooooobooooboooobooob
gobooooboooboooobo

ddodooouooouououoouooooooo
Jo0o0ooooDoooboooooobooo
Joddd0doo0ooooooooooooooo
ddodooouooouououoouooooooo
oo oooooo
goooooboooooooobooooogo
oo oooooooooo
Jodooooooooooooooooooo
assentU 000 00optoutl DO OO OODO

570000000
0000000000 0000oooooo
000000000 00000000000
0000000000000 00oooon
goooooooo
(DoOooDOoOoooooo
(200000000000

gobooobooooboboobobobobooobob
oboooooboobooboboboobooo
oopoooobgoo

50 0000000000000 00D0
ooo
5810 000b00boobobobobonon
gobooooobooooboooobog
gobooooboooboooobog
goboooobooooboobooon
(DO0O0oDOoO0D0O00o0O0oO00Omoon

03910



00 0 00300 2330 02003

oboobooooooobooogoobogo
U000 o0o0o000D0Dooooono

goboooboooboobobmo

gobooooboooboooo

gooooobbooooooobbbooooo
oobobooobooooboboooboooboboon
goboboooooooboooobooboooooboo
goboboooboobooooboobobboooboon
0000000 0oooMmooooooooooo
goooboobbooooooooobbooooo
gboobooobooboobobobooboon
0000000000 0EODODDO0O0O0Ooon
obooooooboobooboboboobooon
gobooobomobooobbobbbobobooo
gooobooooooooooobooogoo
gooobooooooooooobooogoo
oo

6000

ooboooobooooboboooboooooobooo
gopoooobooon
(000000000000 00000
@ODOoO00DO0DO00O00024-2
@ODO00000000000D00000027
(3324450 0000000000000000
gooooooooobooboboooobo
gooogoooogoos241
@OUO000000O00000000S347-1
GLDO00D0O0D000000000000000
goobooooboooobbooboD41044
®GUoOO0O00000D0O00000O0D0ooOO
gooogooobooos2a
@OoDO000000000000D000000
goboobobooobobooobooboobo
gooo43
®00000000000054-305-505-605-
roobobooboboobobooooboooo
gooooooooobooooboooooboo

goboooooboooobooos
Q®UoDO000000000000D0O0000O
gooooooboooboonos
RN
(0o0ooooooooan
@OooooooooOooooezr
@UD0DO000000000000D000000
00ogds-252
(®UOO0000000000O00o0oooooo
gooogoo
RN
gboboobooobooboobobobooboon
ogooboooboooboooboobobboooo
goooobboboooooooobbooooo
gobooboboooobooooboobobboooboon
ooooooooooooboboobobooooo
goobooooooooooobooogoo
gobbooobooobobooobbooooooo
oboooooobooboobobobooboooo
ogobooooboooboobooooboooo
gobooboboooobooobooboboooboon
gobooboboooobooooboooboooo
ogobooooboooobobooboooboooo
gboboobooobooboobobobooboon
oobobooobooooboooboobobboooboo
oboooooobooboobobobooboooo
goboboooobooooboooboooboobo
oobobooobooobobooooooboooo
oobobooobobooooboon
gobbooboooobooooboooboboooboo
oobobooobooooboobooobboooo
oboooooobooboobobobooboooo
goooobboooooooobboomon
ogobooooboobobooobobooboboooo
oobobooobooooboobooobboooo
gobbooobooobobooooboooooboo
gobgooobooooboobooobboooo
oboooooobooboobobobooboooo
goboboobooobobooooboobobooobon
ooboboooboooboboooooboooo

03920



gobooooboobooobooobbooo
goboooobooooboooboooboooo
gobobobooooobooboooobooooon
oo

oooo
goooooooobOOobO0o@moooooobooooo
gobooooooooobobooboobooobog
0000000000000 O0m20030 3020 H00
goooobooOmooobooobooobooobooonog
goooooooobobOobOooomooboooo
gboooboooobooobooooobooooooo
gooooooooboobOobOOooooooomobooo
gobobooooooooboooooOoOdz20030 30
180000000000 00OD00ODO0ODODOOOOO
gooooooboooOooooooooobobooobog
goooooobgooo

gooo
goooooooOoooobooooboobooooDboo
gobboobooooooobOobOooobbooboooobo
goooooboOoobzeo3b sooooOoonOOg
gomoooooooobooobooooDboboo
gboooboooooboOooOoOooooOoobOobOOobooo
gooooooobooooboooobobooooboDboo
goblioooooobooz200b00000000

gooooo

100000000000 0000000000000
1996.p.270
20M0000000000000000000000
000000D0000D00000000 2002030
0 1000 129-340
3000000MO0000000000000000
00000000000 02000000000

0 0 02002730 1MM135-420 O OOCode de la Santé

Publique Premiére Parti, Livré®'D Titre IO
Recherches biomédicalgs

A00 000000000 0oDobooo0o0oooooo
O0O00O0O0o0oOoooboOoOoOoooooooon

Clin Eval 300 213[J2003

0000000000000 20010297 1011 203-90
0 O O ODavidoff FOet ald Sponsorship, authorship,
and accountability(] NEJM 200101 34501 825-700 0 OJ
jooooooooolioo0oooooooog
O0WAMAD 00020010 110000000000
s00000000000000o0U0ooooooon
jooo0oooooooooUooooooooog
0 [01947 0 [
60World Medical Association. Declaration of Helsinki]
Ethical principles for medical research involving
human subjects. 19640 0 0 0 0 020000 00 60
O http://www.wma.net/e/policy/17-c_e.htmI]
70Council for International Organizations of Medical
Sciencesd CIOMS[ International Ethical Guide-
lines for Biomedical Research Involving Human
Subjects11993(120020 0 0 019930 000000
jooo0oooUopooUoooUoooooooOooDo
jo0o0o0o0oO0oooOoooooooooog
19940221 2003( 261-970
8[Council of Europell Convention for the protection
of human rights and dignity of the human being with
regard to the application of biology and medicinel]
Convention on human rights and biomedicineld
19970Available fromdJURLO http://conventions.coe.
int/treaty/en/treaties/html/164.htm
9[Department of Health and Human Services, National
Institutes of Health, Office for Protection from
Research Risks. Code of Federal Regulations Title
45 Public Welfare. Part 46 Protection of Human
Subjects.J Revised November 13, 2001, Effective
December 13,2001 00000000000
ASCFRA I 00000 MMODOOODOODODOOO
joo00doooo0oooooooUoooooooog
jooooooooooo9nliouoooooog
Jooooooooooooooooooood
200117
ooo0oooooo0o0ooooooUooDoUoooOoDo
JooooooUoooooooooomoooog
jooo0oooooooooooooooooog
jooooooUooooooOooDoUooDooooog
jo0oooUoO0oooooUoooooUoOooDoooog
joooooo04o00ooooooooooog
00000000 2003.p.19-220
1000000000000 oooUooooooooDg

03930



00 0 00300 2330 02003

0oo0oDooooooDo0oooooDooDO 20030
51600 111-60

0000000000000 0D0D0U0oDoOOoOooOOg
00000000000 OMOODO0O0D0D000
O0000000OO0OStudiesODODOOOoOOoOO OO
000oooooopilooooooooooooo
oo0ooo0oooUoooUoooOooDoooooo
000020020 60

1B00000000ooooooooooooooooog
OO0O0ONHSOODOOOOOOODODmooooo
oooooooooooooooooo

4000000000900 WmOoupooooooong
O00oooooOooooooooooooooon
o0oooU0oO0ooo0oooOooooooOooo
0O0noooDoooooooo

15000 00000000BOO0O0 700000000
Oo0o0oooo0oUoOooooUoOooooooOooo
Oo0ooooooOos4080400000 60

00000000000 DoooOooUoooooog
ooooonD30270 DODOO430001CH
O International Conference on Harmonization of
Technical Requirements for Registration of Pharma-
ceuticals for Human Usel O O EUO OO OO OO
O00ooOooo19%000000ICH-GCPODO
0oooooooDog030 70000000000
0000 ooooooooooooooooo
0ooooooooOooooOoOooooooooo
oooooeCcPOOUODDYODOOOODO

7000000 O00000O0O0DooOO0OooOOmoog
OO0o0oOoooon2o0030000000O2003.p.209-
640

00000000 ooooooooooooDoOoOO
O00ooO0oooUoooUooDooooooDooooo
od00oooooooooooooooooooo
oooo00ooUoooooOooUoooOoooomo
Oo0oooooooUoooUoooOoOooOoOoooo
o00oooU0oOoO0oOoOoooOooOoOooOooon
O000mooo0oooooooooooouooo
oo0dooooooooUoooooooooooon
oooooooodg

0ooo0d0oooooooooooooooooog
0o0o0oDoooooOoD0206000120000
Oooooozo03020003000000000
oooooooooor0le000O0O

0000000000000 mMUooOUOoDoUOoO
0000000000 mMoOMOO0DO0D0D0oo0o0O
000000000 SwwdiesO0D0ODODOOOO OO
ooooo0oooOoolo—-0oo0oo0ooooooooo
000000000 0oooooo0—-000000o
000 020020 60.p.57-960

2100 0000CLSSEtudesO0 00O ODODOOOODDOO
000o00oU0o0ooooO0oDooooOUO0ImOO
0000000020030 200

200000Studies 10000000 ODO0OOOO
0000000000 —-000000D0o0ooDOoo
oooooo0o0-M0000ooooooo ooo
00000001993 1017 Available fromO URLD
http://www.clss.co.jp/research/index.html

23000 00Studies 10000000 ODO0OOOO
0oooo0o0o0oooooooooooooooo
0000000 000000000 019950 3
O0O00URLODODOOMM

2000000000000 000D0000ODO
20010

250Conseil d’Etat. Science de la viede [éthique au
droit. Documentation francgaisél 1988. p.15-8, 34.

6000000000000 DDODO0DD0OODOODDOO
O00O0oO0oooOooOO0D 20010287 311559-6800 O
00 O The National Commission for the Protection of
Human Subjects of Biomedical and Behavioral
Research] The Belmont Report] 197911 0 0 O O
00000000 4CFRAC DD DO DODOOOOO
00oo0ooU0ooopoooooooooooooo
go0o0o0oO0ooO0oO00OO0OOUDUUUDODODDOoOoOoo
ooooopooooooobOoooooooooo
0o

27000 0000000000000 00000019940

2800 0000000000000 0DDODOOUOOOOODO
00 20000 Studies0 0O O0ODOOONo6O OO

2901RBO institutional review boardd 0 O O O O ICH-
GCPUUODOODODOUUUDOODDOODDODOUDDD
0oo0oo00ooooooooooooooooo
00000000000 0DDooOODOoOUUOOo
ooooooImrRBOOOOOOO

00000000 0000ooooooooooog
000 2003 Nov 120J

3100 0000000000 DODOO0OO0ODOOO0O0o0o0oo0
0000000000000 000000 Bioethics

03940



Council 0 200200 90 00 0" Regulation 61J1RB” [0 [J
ooooNHODDOOOODDOOOODOOO
OoooobooooobobooDzo03050000
goooboboooobooboooOooooooouogo
American Society of Clinical Oncology Policy
Statement(] Oversight of Clinical ResearchldJ Journal
of Clinical Oncology20030 217 121 1-100J

200 0000000000000 DODDOO0O0DbODDbOO
gooooceCcpPOUbOOoOOo9O 30 1300

pOmsMoUOooOooooooDooOooboooooDog
goosmMoOoUopopooObOOoOoOoOoooDDbObOOoOO
gooooboboooobobboooboooboobooo
goooobooooooboog

000000000000 bDOoUoooooDOoDgo
Ogoodopozo00003000000000CIOMSO
g2002000000000000

JpOo0oOooooooooobooooooooobooo
goooooboogo

00O OO00OCOOODOODOODOOz20000002900
300000000000 DbODbOOoOooO

J7g00000O0O0OooOesOOOOODOOOOODOO
gooo1Rg9n ood

OO0 0000000000 DLDOO0D0O0OObOoOoOooOooDOo
Jjo0o0—0D00D00O00OO0obOoobogoogresed

MO0 00000004CrFRA( D0 000D DOODOO
goooooobobooboboobbbobooooogo

Clin Eval 300 213[J2003

000000000ooooooooooooooo
gooooooOo0oOoOoOoOooOoooOooooDOoOo
jooooooO0o0o0ooOoOoUoUUooOooDoODOOo
0oooooooooo

4000 O O O O clinical.trials.govO O O 0O OO The Na-
tional Research Register(] NRRO [0 Research Find-
ings Electronic Registerd ReFeRIJ NHS Trust
Clinical Trial Register NPO O O O Clinical
Trial.comO Current Controlled TrialsOD OO0 O OO
oooooooo

4100 000000000000 0000Oo0oO0OoO0U
gooooooOo0oOoOoOoOooOoooOooooDOoOo
goo0ooooooooooooUoooooooo
0000000o0oooooooooooooooo
00000000000 o0opoooooooooo
gooooooOo0oOoOoOoOooOoooOooooDOoOo
ooo0oooOoo0oooOooOooooooooo
goooooooooooooOOoUoUooooooo
000000oooooooooooooooooo
0000000D0oooooooooo

42000 000000000000DODODOOOO0OO0O0
000000000ooooooooooooooo
0000000000000 UoUooooooooo
00000o0oooooooooooooooooo
000000000oooooooooobooooo
0o0oooooooooo

oobooooboooboo

03950



