FLOWCHART

Research registration application in CRC prior MREC approval

v

Investigator submits the following documents:
a) Research Application Form, CRC HTAA — B02
b) Full protocol
c) Other relevant research documents (e.g. PIS, ICF, Questionnaire, Data collection

form)

A

\

Investigator register research with HCRC staff

HCRC/HOD of study site complete Research Review Form by using
CRC HTAA - B01

Investigator amend
study document

v

No Study \Need amendment

A

Supported?
\V/Yes

Register investigator and research details into the HCRC database

\ 4

Investigator continue with registration in NMRR

v

Submit Investigator IA-HOD-IA form, for HOD and Director
approval (applied for HTAA investigator).

v

Investigator follow up registration in NMRR until obtain MREC
approval

v

Investigator submit following Institutional Approval document to CRC
a) Final Full protocol approved by MREC
b) Other final relevant research documents (e.g. PIS, ICF,
Questionnaire, Data collection form) approved by MREC
¢) Site Approval Letter (Appendix 2)

< Study termination >

No
Start data collection
v
v
Submit study closure form in NMRR and CRC after study end
\

End




Research registration application in CRC with investigator who has received MREC approval

\ 4

Investigator register research in NMRR until obtained MREC approval

v
Investigator submit following Institutional Approval document to CRC
a) Final Full protocol approved by MREC
b) Other final relevant research documents (e.g. PIS, ICF, Questionnaire, Data
collection form) approved by MREC
c) Site Approval Letter (Appendix 2)

A

Investigator amend study
document and resubmit
amendment application in
NMRR until receive subsequent
MREc approval

HCRC/HOD of study site complete Research Review Form by using
CRC HTAA - B01 and Site Approval Letter (Appendix 2)

v

No /l/\l\ Need amendment
nstitutiona

prove

Yes

Register investigator and research details into the HCRC database

v
Data collection start
v
Submit study closure form in NMRR and CRC after study end

v A\

< Study termination > End




Renewal of MREC application

v

Investigator request for MREC renewal in NMRR

v

Investigator submit MREC continuing review form, Continuing Review
Form, Version 1.2, 2016 in NMRR

v

Investigator follow up until receive subsequent MREC approval

v

Submit a copy of renewal MREC approval letter to CRC

\
End

Application for study amendment

Investigator amend study document

v

Investigator request for MREC amendment in NMRR

v

Investigator submit Amendment Application Form, MREC Amendment
Application Form, 2016 and updated study document in NMRR

v

Investigator follow up until receive subsequent MREC approval

v

Submit a copy of renewal MREC approval letter to CRC

v
End




