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 lay summary should be concise and be written for a non-expert audience. 

Additional Notes: 
· The lay summary is important because it streamlines the IRB review process. It enables the IRB to quickly gather the essential information about the study. It’s especially important for efficiently reviewing modifications and continuing reviews throughout the study.
· Define any technical terms in simple language. Do not cut and paste from a grant or protocol. 
· 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. 

For chart reviews and secondary use studies include:
· Objectives
· Population
· Source of data/specimens
· Whether prospective, retrospective or both
For other studies include:
· Objectives
· Population – State if the study is targeting enrollment of vulnerable populations including minors, prisoners, pregnant persons, neonates or human fetuses, wards of the state, or cognitively impaired. 
· Study procedures – State procedures such as surveys, focus group discussions, in-depth interviews, blood, or other biological sampling, non-invasive or invasive testing, administration of drugs or devices, etc.  
· Study duration for individual participants 
· Recruitment location(s) 
· Total enrollment accounting for screen failures and withdrawals. 
· State if you will bank specimens or data for future research use. 
· State the method of obtaining informed consent or assent with permission of parent or legally authorized representative. 

Version 12/8/2025

