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Appendix 4 - Risk Assessment Decision Flow Chart

Yes Is the study a CTIMP or a Device Study or
both?
No
No
Does the study involve participants?
Yes
Is it a non —intervention study (i.e. Yes

guestionnaire, interview or sample
collection study?)

No

Will participants receive an intervention or
treatment that is standard care?

Yes
No
Is it a multicentre
study?
Yes No
Perform Risk Assessment and sponsor Risk Assessment not required. Perform
review sponsor review.
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