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Methodology:
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	QUESTION
	PRESENT?
	COMMENTS

	1. Is the hypothesis clearly stated and is it reasonable to achieve results?
	Y     N     NA
	

	2. Is the question or hypothesis important to the knowledge of the field?  
	Y     N     NA
	

	3. Are there adequate preliminary data to justify the research?
	Y     N     NA
	

	4. Will study design address the question asked?
	Y     N     NA
	

	5. If the protocol includes a placebo that might entail a risk (even if not great), is the placebo essential for the conduct of the trial?  
6. Should other study designs been considered?
	Y     N     NA

Y     N     NA
	

	7. Have similar studies been carried out and/or reported in the past?  
8. If so, is it important to repeat the studies?  
9. Does the replication add to current knowledge?
	Y     N     NA

Y     N     NA

Y     N     NA
	

	10. Has an appropriate literature search been performed?  (When risks to the subjects are high, an extensive search is essential) 
	Y     N     NA
	

	11. Is there an appropriate statistical justification for the sample selection and sample size? 
	Y     N     NA
	

	12. Are there explicit operationally defined stopping rules?
	Y     N     NA
	

	13. Are the inclusion and exclusion criteria clearly defined? 
14. Do the inclusion and exclusion criteria insure adequate patient safety?
	Y     N     NA

Y     N     NA
	

	15. Is the level of risk presented clearly? 
16. Is this an acceptable risk (ie. how do the risks compare to standard treatment/therapies?)  
17. Is any standard of care denied as part of this study?
	Y     N     NA

Y     N     NA

Y     N     NA
	

	18. Is there an appropriate plan for data reduction and analysis (stat or qual?)?  
19. Is there a need or plan for performing an interim analysis?
	Y     N     NA

Y     N     NA
	

	20. Are the endpoints and criteria for evaluation clearly defined?  
21. Is there a measurable outcome?
	Y     N     NA

Y     N     NA
	

	22. Is there an appropriate plan for data safety monitoring?  
23. Is there a need for an independent DSMB?
	Y     N     NA

   Y      N     NA
	

	24. Are the individuals who are conducting the trial properly qualified and trained to perform the procedures included in the protocol?
	Y     N     NA
	

	25. Is the consent appropriate?  
26. Is a waiver of parental consent requested?
27. Are the 7 items for the waiver included?
	Y     N     NA

Y     N     NA

Y     N     NA
	

	28. Is the location of the study adequate to assure research subject safety?  (ie. appropriate equipment for monitoring and emergencies)
	Y     N     NA
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