
Consent Form - Key Information

Maricia Dilan, IRB Professional
mdilan@uga.edu

mailto:mdilan@uga.edu


Key Information
[45 CFR 46.116(a)(5)(i)]

“Informed consent must begin with a concise and 
focused presentation of the key information that is 
most likely to assist a prospective subject or legally 
authorized representative in understanding the 
reasons why one might or might not want to 
participate in the research. This part of the informed 
consent must be organized and presented in a way 
that facilitates comprehension.”



Key Information
• It aims to facilitate understanding in Informed Consent 

• Does not necessarily include each element of informed 
consent as specified in the regulations

• Must be presented in a concise and focused manner

• Information must be presented in sufficient detail and 
organized way that facilitates subject’s or their LAR’s 
understanding of why one might or might not want to 
participate

*LAR – Legally Authorized Representative



Informed Consent Elements Checklist: Key Info

The first 9 items of the consent elements checklist should be presented 
concisely in the beginning of the document:

1. Study involves “research”
2. Purpose
3. Voluntary participation
4. Study procedures
5. Identification of the experimental procedures
6. Duration
7. Risk or discomforts
8. Benefits to participants or others
9. Alternative procedures or course of treatment



Key Information (cont.)



Key Info: 
Sample 

Format 1



Key Info: 
Sample 

Format 2



• 45 CFR 46.116: General Requirements for Informed Consent

• Key Information – 45 CFR 46.116 (a)(5)(i)

• Key Information Requirements (October 17, 2018)

• Draft Guidance – Key Information and Facilitating Understanding in 
Informed Consent (Federal Register Notice - March 1, 2024)

• What’s New in Informed Consent:  Revisions to the Common Rule

• Checklist 409 – Informed Consent Elements Checklist

Helpful Links

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html#46.116
https://www.ecfr.gov/on/2018-07-19/title-45/subtitle-A/subchapter-A/part-46
https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-c-november-13-2018/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/requests-for-comments/draft-guidance-key-information-facilitating-understanding-informed-consent/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/requests-for-comments/draft-guidance-key-information-facilitating-understanding-informed-consent/index.html
https://www.youtube.com/watch?v=F6PBIyN8RKA&t=702s
https://ovpr-click-prod.ovpr.uga.edu/irb/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity%5bOID%5bA46CB70E59C591479BEDA8EFD0A44B00%5d%5d#D559C39660E8D04BBB33D4A425C053BC




Thank you!
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