CONSENT FORM

[TITLE OF ACTIVITY]

KEY INFORMATION ABOUT THIS STUDY

This section is required: 

· For studies initially approved by the [name of institution] on or after 1/21/19, and
· When the consent document without this section and without the signature lines is greater than 2,000 words (approximately 5 pages, single-spaced, 1-inch margins). 

This section is optional for all other studies and consent materials.
The purpose of this section. The revised Common Rule human subjects regulations require that subjects be given a concise and focused presentation of key study information before being given other information. The goal of this section is not simply to provide an abstract or executive summary of the rest of the consent form but to assist potential subjects with understanding the reasons why one might or might not want to participate in the research. When writing this section, think about what a reasonable person from the study population would want to know and consider the following questions:
· What are the main reasons a subject will want to join this study?
· What are the main reasons a subject will not want to join this study?
· What is the research question the study is trying to answer? Why is it relevant to the prospective subject?
· What aspects of research participation in this particular study are likely to be unfamiliar to a prospective subject, diverge from a subject’s expectations, or require special attention?
· What information about the subject is being collected as part of this research?
· What are the types of activities that subjects will do in the research?
· What impact will participating in this research have on the subject outside of the research? For example, will it reduce options for standard treatments?
· How will the subject’s experience in this study differ from treatment outside of the study?
· In what ways is this research novel?
A comprehensive description of key information would likely include:

· That consent is being sought for research and that participation is voluntary 

· A brief summary of the purpose of the study 

· Duration of participation 

· The main things the study will require of the subject (for example, study procedures, tasks the subject will have to complete, activities the subject will have to avoid)
· The most likely potential benefits 

· The risks of participating in the study that would be of most significance to the subject population.
· Appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the potential subject

Information presented in this section may be repeated in subsequent sections of the form but does not have to be. For some studies, it might be possible to incorporate all required information from the sections below into this section, as long as the presentation of that information remains concise and focused. For example, if the study poses no or limited risk and those risks are described in this section, they do not have to be repeated in the RISKS, STRESS AND DISCOMFORT section below. However, studies with extensive risk profiles for example, may need to elaborate upon the risks in the sections below. 

For more explanation and model summary statements for different types of studies see the document [link]. 
