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Screen for eligibility, consent patient and confirm that required amount of tissue is available for submission 
(pathologist to complete the Local Pathology Review Form) 

Register to S1400 in OPEN* 

Submit tissue specimen to Foundation Medicine, Inc. within 1 day 
after registration and log shipment in Specimen Tracking System 

Site staff receives email with sub-study assignment* 

(Assignment will also display in the Sub-study Assignment Form in Rave) 

Evaluate/confirm sub-study common eligibility and sub-study specific eligibility criteria 

If patient IS eligible for assigned 
sub-study 

If patient is assigned to sub-study 
B, C, or D and meets sub-study 
common eligibility criteria but 
does NOT meet study-specific 

eligibility criteria 

Submit Request for Sub-study 

Reassignment Form in Rave 

Register to S1400X sub-study in OPEN 
after receiving sub-study assignment 

email to receive randomized sub-study 
treatment assignment 

If patient is NOT eligible for the 
common sub-study criteria  

OR assigned sub-study 

Follow and submit required 
forms until 3 years from 

registration or death (whichever 
comes first) per S1400 screening 

protocol 

Administer protocol treatment within  
7 working days of sub-study 

registration, conduct follow-up,  
obtain and submit specimens and 

forms per sub-study protocol 

Within 16 days after S1400 registration 

Submit Notice of Intention not 

to Register Form in Rave 

If pre-screening prior to progression 
If screening at progression 

When patient progresses, submit Notice of 
Progression on First-Line Therapy Form* 

Within 1 day after form submission  
(provided at least 16 days have passed since tissue submission) 

*If it is determined that a patient will not register to a sub-study at any time following 

S1400 registration, the Notice of Intention Not to Register Form must be submitted. 
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