
 
Children’s Healthcare of Atlanta
Oral Consent/Assent and HIPAA Authorization Script/Information Sheet
For a Research Study
Study Title:




Principal Investigator:
[Name, Suffix(es), Department]
Funding Source:

Introduction and Study Overview
Thank you for your interest in our [type of research] research study. We would like to tell you everything you need to think about before you decide whether or not to join the study.  It is entirely your choice.  If you decide to take part, you can change your mind later on and withdraw from the research study. 
1) The purpose of this study is [fill in]. We plan to enroll [fill in] people in this study.
2) This study will take about [amount of time] to complete. 
3) If you join, you will be asked to [describe all procedures involved in the study]
4) [List potential risks and/or discomforts, indicating their likelihood of occurrence if available] 

5) [List potential benefits. If none, say something like “This study is not intended to benefit you directly, but we hope this research will benefit people in the future.”]

6) Your privacy is very important to us.
7) Your health information that identifies you is your “protected health information” (PHI). 
8) The PHI for this study includes [Insert list of PHI that will be used].
9) To protect your PHI, we will follow federal and state privacy laws, including the Health Insurance Portability and Accountability Act (HIPAA).  
10) The following persons or groups may use and /or disclose your PHI for this study:
· The Principal Investigator and the research staff.

· CHOA offices who are part of the Human Research Participant Protection Program, and those who are involved in research-related administration and billing

· Other researchers and centers that are a part of this study.  

· Any government agencies who regulate the research including the Office of Human Subjects Research Protections (OHRP) and the US Food and Drug Administration (FDA)

11) We will disclose your PHI when required to do so by law.
12) If identifiers (like your name, address, and telephone number) are removed from your PHI, then the remaining information will not be subject to the Privacy Rules. This means that the information may be used or disclosed with other people or organizations, and/or for other purposes.
13) Your authorization will not expire because your PHI will need to be kept indefinitely for research purposes.
14) It is your choice to let the researchers use and share your child’s health information. You can, at any time, change your mind. If you change your mind and want to cancel your permission, you must contact the study team
Contact Information
If you have questions about this study, your part in it, your rights as a research participant, or if you have questions, concerns or complaints about the research you may contact the following:
[Name], [Role]:  [telephone number]

Children’s Healthcare of Atlanta Institutional Review Board: 404-785-7477 or by email at irb@choa.org
Consent
Do you have any questions about anything I just said? Were there any parts that seemed unclear?

Do you agree to take part in the study?
Minor Participant agrees to participate:   
Yes

No 

Legal Guardian agrees to participate:         Yes

No
If Yes:


________________________
Name of Participant

________________________
Name of Legal Guardian 

________________________
Relationship of Legal Guardian to Participant
Signature of Person Conducting Informed Consent Discussion
Date              Time
Name of Person Conducting Informed Consent Discussion
Assent Template Guidance:  In most cases, Verbal Consent and Assent are combined to one document. If your study is NOT obtaining verbal Assent, please provide justification in the protocol, delete “Assent” from header, and the “Minor participant agrees to participate” section on page 2 of this template. 
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