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Protocol Number:   Enter H-number
Reviewer Name:   Enter name
Recommended Scores  	
What is the study priority for the DLDCCC? 	Choose an item.
Scientific Merit:  (N/A for Expedited Review)?	Choose an item.
Study Design
1. Are the objectives clearly stated?	Choose an item.
2. Does the background justify the reasons for conducting this study 
(e.g., is there sound scientific rationale)?	Choose an item.
3. Is the study design appropriate to answer questions posed by 
the objectives?	Choose an item.
4. Does the plan ensure adequate accrual to answer the 
questions posed?	Choose an item.
Statistics: 
1. Is the statistical section consistent with the study objectives?	Choose an item.
2.Is the sample size justification correct, and does it address the 
primary study endpoint?	Choose an item.
3. Do the statistical analysis plans adequately address the study aim(s)?	Choose an item.
4. Are there adequate stopping rules for safety/toxicity assessments 
(if appropriate)?	Choose an item.
5. Is there a well-conceived interim analysis plan for efficacy or futility 
(if appropriate)?	Choose an item.
Data and Safety Monitoring:	Choose an item.
Recommended Action:	Choose an item.
Reviewer Comments: 
Please provide your review summary AND any questions to the PI, if the action is Approved with Modifications or Tabled.
Click or tap here to enter text.
