Lay Summary Guidance - Sociobehavioral


The lay summary is the first item read by IRB protocol analysts and reviewers. To be useful to reviewers, the Lay Summary should provide enough detail to determine if a study may be categorized as non-Human Subjects Research or to determine the type of review (exempt, expedited, full board) that the protocol will receive. 

Structuring the Lay Summary:
1. The lay summary should be written in every-day English.

2. The lay summary should not, in most cases, exceed 1 page in length.

3. In one or two short sentences, provide the overall rationale for the study and its objective.

The IRB is less interested in the background and justification for the study than it is in the methodology to be employed, the burden to be placed on study participants, the process of assuring that participant rights are maintained, and that data privacy concerns are met. Describe, in separate sentences, the following characteristics of the study:

a. The population to be studied: 

· Age range
· Geographic criteria (country, region)
· Potentially vulnerable groups (e.g., students, children, prisoners) 

b. Recruitment and informed consent

· How will contact be made with the study participant?
· How and where will informed consent be obtained? Oral or written?
· Is this a no-contact study (secondary data analysis, chart review, biobank)?

c. Data collection:

1. Are the data publicly available?
2. Are the data identifiable?
3. Will any member of the study team have access to the code that links identifiers to subjects?
4. Is privacy of existing data a concern (e.g., patients, people already in prior studies)? If you need to request a HIPAA waiver to access existing private data, make this clear.
5. What will be the nature of the interaction with the participant (e.g., survey, interview, group discussion, direct observation, computer administered self-interview, non-invasive tissue sampling, chart review); 
6.  Where will data be collected (e.g., telephone; respondent’s home; in a research office, in a mall);
7.  What will be the general scope of topic areas?
8.  What will be the total respondent burden (in hours)?
9. How will data confidentiality be assured? This applies to existing data used to identify participants (e.g., medical records) and identifiable and private data collected as part of the study (e.g., voice, photos, biomedical data with identifiers). 
