
Tutorial: How to fill the eCRF if a SAE (between index 

and staged procedure) precludes to perform the 

staged procedure



Although uncommon, it can happen that one patient of the complete arm develops a 

serious adverse events after the randomization and before the staged procedure:

Case 1:

after functional assessment

before staged procedure for PCI

Case 2:

before staged procedure 

for both functional assessment and PCI



It is crucial to report this SAE in 

the serious adverse events form!!

Any adverse event after the 

randomization must be reported

and it will be adjudicated by CEC



In few cases, the SAE after the index procedure can modify the clinical

management of the patient and he/she will not receive the staged procedure, 

although he/she has been randomized to COMPLETE

(i.e. death, serious bleeding complication, etc…)

In this case, we ask you:

• To leave blank the staged procedure page

• To report in the SAE page that the staged procedure has not been performed

specifying the reason



Please, leave blank the staged procedure page



Report in the SAE page that the staged procedure has not been performed specifying the reason

staged procedure not performed for the 

occurrence of serious bleeding event requiring

surgery and red blood cell transfusion


