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INFORMATION SHEET ON PARTICIPATION IN RESEARCH
TO OBTAIN CONSENT ORALLY
LIST COMPLETE TITLE HERE
Note: Highlighted sections are instructions/prompts to the investigator and should be removed from the final version of the consent form. 
Study to be Conducted at:
List each facility name





Address





City, State    Zip

Sponsor Name:

List sponsor name here (if applicable)
Principal Investigator:

List PI name and telephone number
You are being asked to be a participant in a research study. The researcher is going to discuss with you:

1. 
The nature and purpose of the research:

2. 
That your participation is voluntary;

3.
The research procedures;

4. 
Any reasonably foreseeable discomforts or risks*;

5.
Any benefits to you from your participation*;

6.
Alternatives to participation*;

7.
The extent to which privacy and confidentiality will be maintained;

8.
Any questions you may have; and,

9.
That you can change your mind about participating at any time without penalty.

*Note: These items may be omitted if they do not apply and a waiver of element by the IRB is not required. Many minimal risk research studies will not have reasonably foreseeable risks or discomforts and will not provide benefits to the subjects.
This information sheet may only be used in studies where consent has been approved to be conducted orally and the IRB has waved required documentation of consent (45CFR46.117(c)(2)).

