PMDA

eMrICEZSHMAE, LBIC

FRIREAER 2 BRI D ITH - > TD
nnﬁﬁd)nx gHIZDUVT

HWITTBUEAEEmEREHFESEE
AR DA (KA mBHEY)
2H B

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.



© ii805209

BEFBARREL, BREARNSFOERICISFESELOEEDFEEX (L
?fi'd(%':ﬂﬁﬂ:?‘é?" HUBENHDERBHDEFFARDKEZEZLLS &L EL
<IIMKFEZ U BoaReXmLED &L, Eb<li;€fj’iﬁb7'%2li =)

FAEZITZAICRN L aBRDEFEDEEUNX X ZDEE, el RDHAIEX[EZE
DREEZDMNERTE T’a“:ﬁ’ilé:b\’(*%o

ZE2EMBEERINTLINIE
E&b\ﬁun};ﬁnﬁ%ﬁw ﬁ?ﬁﬂA7EJt&b H5_ElEHhYFRF A
’DE'U\ SEROAFEDEEVCENEEEOEYIEICDOULTIE
g LES Eﬂzb\w&bf DITTIEZEWNWEWDZETT,

BOMCEETZHFE, EHIC
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.




RIER(ZEME) Zm/lzcUCTERABREVLTOERBERTZUIZCEICIFR SR

HREMS~N VU FES
AEDOBINE %2 & CEFHFEO T OmER R

bl 1 A O K 4 B AR R
H KX E #M £ R

THIE-OOHMEEAH L,

7. ANEOBMEZEUEFHIEOFE —O HIIX, EROKK., BIiEB L ORWE L AR

FBL. 2Z2Wd L ONERIT A A SGE L, B iZ@A

DR L AREEEZM ESEHZ ETH D,

IhHOEME, Hlx OMESNBEOHERBLIUCRIE LIV LEEEINSZ Db -

TR B, EMN ADNHNE-> EERSDRF,

The ethical justification for undertaking health-related research involving humans is its
scientific and social value: the prospect of generating the knowledge and the means
necessary to protect and promote people’s health. Patients, health professionals, researchers,
policy-makers, public health officials, pharmaceutical companies and others rely on the
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Although scientific and social value are the fundamental justification for undertaking
research, researchers, sponsors, research ethics committees and health authorities have
a moral obligation to ensure that all research is carried out in ways that uphold human
rights, and respect, protect, and are fair to study participants and the communities in
which the research is conducted. Scientific and social value cannot legitimate subjecting
study participants or host communities to mistreatment, or injustice.
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Figure 1. Reported causes of clinical holds
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