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Source Criteria Addressed in 
SOP: 

Additional Guidance 

3.3.9 402 
407 
601 

 

3.4 303  

Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (TCPS2) 
   

1.1 101  

2.1 102  

2.2 102  

2.3 102  

2.4 102  

2.5 102  

2.6 102  

2.7 403  

2.8 405  
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Source Criteria Addressed in 
SOP: 

Additional Guidance 

4.5 403  

4.6 403 This SOP does not repeat the specific list outlined in TCPS2. These 
criteria have been grouped under a broader heading. REBs are 
expected to consider all applicable aspects as part of their 
deliberations. 

4.7 403  

4.8 403  

5.1  Outside of the scope of the SOPs (describes 
researcher/organizational responsibility). REB aspects are addressed 
in SOPs as outlined in this table. 
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Source Criteria Addressed in 
SOP: 

Additional Guidance 

45 CFR 46.109(a) 
21 CFR 56.109(a) 

402  

45 CFR 46.109(b) 
21 CFR 56.109(b) 

701 




