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PSRG STUDY PROPOSAL FORM 
Instructions: Please complete the column on the right for a prospective or a retrospective study. Do not add any information to the column on the left. Please submit to Lauren Ditaranto (lsaenz2@jhmi.edu) upon acceptance of the proposal by the RIG
	Study Title:
	

	RIG:
	

	Principal Investigator:
	

	Co-Investigator(s):
	

	If this study involves an outside study group or institution, please name entity:
	

	Study Design* (prospective, retrospective):
	

	Study Keywords:
	

	Research Gap (study rationale, relevant work):
	

	Data Source:
	

	Hypothesis/Research Question:  
Include all the following components:
· Population: 
· Intervention/Exposure group: 
· Comparison/Unexposed group: 
· Outcome (include direction): 
· Timeframe: 
If multiple intervention groups/outcomes, describe multiple hypotheses.
	

	Inclusion criteria:  Match with population in hypotheses (e.g. age, diagnosis). Length of follow-up (e.g. potential 2 yr).
	

	Exclusion Criteria: 
	

	Data Points Required:

	Available Data:

Data that may require primary acquisition:



	Imaging Data Required (including source):
	

	Power Analysis (needs to be determined before conducting retrospective studies):
Determine before calculating the power:
· Alpha (usually 0.05): 
· Effect size (based on literature, pilot study, best guess; what is minimum clinically important difference of the outcome that would change your practice? i.e. 20% difference in complication. 
· Sample Size (to be provided once data is queried):

Sample Size (needs to be determined before conducting prospective studies):
Determine before calculating the sample size:

· Alpha (usually 0.05): 
· Power (usually 0.8):
· Ratio of unexposed/comparison group to exposed/intervention group (based on literature, pilot study, best guess):
· Effect size (based on literature, pilot study, best guess; what is minimum clinically important difference of the outcome that would change your practice? i.e. 20% difference in complication. 20◦ difference in major curve):

	

	Statistical Analysis: Describe statistical analysis plan & who will perform analysis. If you need assistance, please indicate here.  
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*Retrospective Cohort Study: Cohort is based on exposure/risk factor/intervention; known exposure status & outcome occurred. 
*Prospective Cohort Study: Cohort is based on exposure/risk factor/intervention; design the study, recruit subjects & collect exposure status before any of the subjects have developed the outcome of interest.
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