
POP-I Delegated Duty GCP & CV Requirements

Delegated Duty Training
required

GCP & CV
required

GCP & CV to
be collected

by NCTU?

Other notes

Overall responsibility of trial
at site

SIV Yes Yes Must be PI

/ŶŝƟĂƟŽŶ�;ƚƌĂŝŶŝŶŐͿ�ŽĨ�ŶĞǁ �
trial personnel

SIV Yes No

Informed consent SIV Yes No

WĂƌƟĐŝƉĂŶƚ�ƐĐƌĞĞŶŝŶŐͬ �
ƐĞůĞĐƟŽŶͬ �ĞŶƌŽůŵĞŶƚͬ �
ƌĂŶĚŽŵŝƐĂƟŽŶ

SIV Yes No

Medical History SIV Yes No

�ŽŶĮ ƌŵĂƟŽŶ�ŽĨ�ĞůŝŐŝďŝůŝƚǇ SIV Yes No Must be a medically
qualified doctor

Prescribing IMP SIV Yes No

�ŽůůĞĐƟŽŶ�ŽĨ���ͬ ^���ĚĂƚĂ SIV Yes No

Assessment of AE/SAE
Criteria

SIV Yes No

ZĞƉŽƌƟŶŐ�ŽĨ�̂ ��Ɛ�ŝŶ�
ŵĂŶĚĂƚĞĚ�ƟŵĞƐĐĂůĞƐ

SIV Yes No

�Z&�ĐŽŵƉůĞƟŽŶͬ Ğ�Z&�ĚĂƚĂ�
entry

SIV Yes No

eCRF / data query sign-off SIV Yes No

�ĂƚĂ�Y ƵĞƌǇ��ŽŵƉůĞƟŽŶ SIV Yes No

Medical Care and
ƐƵƉĞƌǀ ŝƐŝŽŶ�ŽĨ�ƉĂƌƟĐŝƉĂŶƚƐ

SIV Yes No

D ĂŝŶƚĞŶĂŶĐĞ�ŽĨ�/Ŷǀ ĞƐƟŐĂƚŽƌ�
Site File

SIV Yes No

Filing and Archiving of Data SIV Yes No


