Lay Summary Requirements
Address the following items in a structured summary with each item addressed in a separate paragraph (no more than 1-2 sentences each). The list provided below is not exhaustive; you may have additional key points to include however, the lay summary should be very concise, and be written for a non-expert audience. 

· Summarize the goals of the study
· State why the study is important within the field.
· Describe the study population, with special focus if populations of increased concern are being studied (e.g., minors, prisoners, pregnant persons, wards of the states, cognitively impaired) 
· Describe in general terms the study procedures (such as surveys, focus group discussions, in-depth interviews, chart/record review, direct observation, blood, or other biological sampling, non-invasive or invasive testing, administration of investigational agents (drugs, devices), etc.,) as needed.  
· Note approximate study duration for individual participants, including number of discrete encounters (e.g., single visit of 45 minutes; 13 visits over 12 months; one clinical visit and annual telephone-follow-up for 5 years)
· State where you are recruiting (e.g., educational settings, medical facilities, in the community, international, tribal nation)
· Note total enrollment planned under Emory’s oversight accounting for screen failures and withdrawals. This should be consistent with the protocol. Enrollment beyond this will required prior IRB approval via a MOD. This is required even for studies limited to review of secondary data.
· State if you will bank specimens or data for future research use 
· Note the method of obtaining informed consent or assent with permission of parent or legally authorized representative (e.g., in-person or remote signed or verbal, waiver of informed consent)

Additional Notes: 
· The lay summary is important because it streamlines the IRB review process. it enables the members and staff members to quickly gather the essential information about the study from the IRB’s perspective. It’s especially important for efficiently reviewing modifications and continuing reviews throughout the study.
· Define any technical terms in simple language
· Spell out abbreviations the first time they appear
· Please update your lay summary in modifications when there are changes or if there is something missing due to system migration. 
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