
DAY 187

DAY -14
Applicant notifies licensing authority (LA) and 

selects expert advice meeting date (date should be 

at least 4 weeks after application is submitted)

Invalid 

application

Specialist group or 

committee discusses 

application

LA and ethics committee 

review application

Applicant determines that trial requires expert 

advice

DAY 0

Applicant submits necessary documentation to 

IRAS including material to facilitate experts’ 

discussion

Combined decision is not approved and request 

for further information is issued

LA carries out validation checks

LA issues acknowledgment of valid application

Applicant submits amended application

DAY 227

DAY 297

DAY 7

Combined decision is 

approved or approved with 

conditions
DAY 127

Specialist group or 

committee discusses 

application

LA and/or ethics 

committee review 

application

Note: amended applications may not require further expert advice

Final combined decision is 

issued

Final combined decision is 

issued

If the IMP is an 

advanced therapy 

medicinal product

If the IMP is not an 

advanced therapy 

medicinal product

DAY 28

Figure 2. Flowchart summarising the process of applying for clinical trial approval for applications requiring expert advice. 

This diagram shows the maximum possible timelines (except the time between submitting the application and the expert advice 

meeting). The time to a decision will be shorter than this for almost all applications.
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