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5|F : 20th DIA Japan Annual Meeting 2023
9. Clinical trial approval — the complete picture

» In order for a study to be able to proceed in Australia EC approval, institutional
authorisation and HA naotification must be completed.

Single EC Review 20 — 60 days

7 days

» As the EC conducts both scientific and ethical review, and is the longer of the
processes, EC review is the critical process, not HA.

» |n practical terms, submission to approval takes about 2-4 months, depending on the
site.

DIA © 20254 Drug Information Association, Inc. | Page 12
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IRB
BN 1200 IRBs x 5 members = 6000 members!

50 Single IRBs * 10 members = 500 members!
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