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SAMPLE CONSENT FORM FOR HUMAN SUBJECT RESEARCH

KEY INFORMATION FOR {TITLE OF PROJECT}
Include most critical information from the potential participant’s perspective; must not excel one page.

We are asking you to take part in a research study about {insert general description of study.}  This page is to give you key information to help you decide whether to participate.  Ask the research team questions.  If you have questions later, the contact information for the research investigator in charge of the study is below.

WHAT IS THE STUDY ABOUT AND HOW LONG WILL IT LAST?

Briefly describe the purpose of the study and the procedures to be followed in lay terms. For detailed

descriptions, use the Detailed Consent and/or an Appendix.

By doing this study, we hope to learn _________________.Your participation in this research will last about {state length in hours, days, months, years}.

WHAT ARE KEY REASONS YOU MIGHT CHOOSE TO VOLUNTEER FOR THIS STUDY?

State the most important reason(s){i.e. potential benefit(s)/rewards}a person may want to volunteer to participate in this study. For a complete description of benefits and/or rewards, refer to the next page.

WHAT ARE KEY REASONS YOU MIGHT CHOOSE NOT TO VOLUNTEER FOR THIS STUDY?

State the most important reason(s){risk(s)/disadvantages}why a participant may NOT want to volunteer for this study. For a complete description of risks, refer to the next page.

DO YOU HAVE TO TAKE PART IN THE STUDY?

If you decide to take part in the study, it should be because you really want to volunteer. You can stop at any time, or skip questions you don’t want to answer. You will not lose any services, benefits, or rights you would normally have if you choose not to volunteer or if you stop early or skip questions. 
Add the following for student volunteers: As a student, if you decide not to take part in this study, your choice will have no effect on your academic status or class grade(s).

WHAT IF YOU HAVE QUESTIONS, SUGGESTIONS OR CONCERNS?

The person in charge of this study is _________________{Principal Investigator, PI}of the Smithsonian Institution ________________{list unit}.If you have questions, suggestions, or concerns regarding this study or you want to withdraw from the study his/her contact information is: {PI contact information}.

If you have any questions, suggestions or concerns about your rights as a volunteer in this research,

contact staff in the Smithsonian Compliance Office between the business hours of 8am and 5pm EST, Monday-Friday at 202-633-7110.
DETAILED CONSENT INFORMATION (adapt as appropriate)

WHAT IS THE TOTAL AMOUNT OF TIME INVOLVED?

If the Key Information doesn’t completely describe the research procedures and what to expect, give a timeline description of events that are part of the research project, answering these questions for the subject: 

· What is being performed?

· For activities that also include regular education programs, that can be undertaken, differentiate activities that are being conducted solely for research

· If there is randomization in your study, describe how it will work and the chances of being assigned to any one group.

WHAT ARE THE POSSIBLE RISKS AND DISCOMFORTS?

If the Key Information doesn’t completely describe potential risks, discuss there here. Will the subject feel uncomfortable answering some questions? Are you asking them embarrassing or illegal information?
WILL YOU BENEFIT FROM TAKING PART IN THIS STUDY?

We do not know if you will directly benefit from your participation in this research study. (as appropriate) The overall goal is to learn about [cultural and recreational traditions of your neighborhood, and to examine approaches and solutions to social problems in urban settings, e.g..] Thus, it may provide information that will [help local leaders establish policy that will help the community].

OR

You will not get any personal benefit from taking part in this study.

WILL YOU RECEIVE ANY REWARDS FOR TAKING PART IN THIS STUDY?

You will receive ________ for taking part in this study. {If this is a monetary reward/payment, explain how this will be pro-rated should the participant choose to withdraw early. If this is not a cash payment, the IRB strongly suggests that the reward be given to the participant regardless of completion of the study.}

If applicable, provide the following statement:

OR
You will not receive any rewards or payment for taking part in the study.

CAN YOU CHOOSE TO NOT PARTICIPATE OR TO STOP EARLY?
Participating in this research is completely your choice. You may decide to stop being a part of the research study at any time. You will not be treated differently if you decide to stop taking part in the study. 
Choose one of the following as applicable: If you choose to leave the study early, data collected until that point will remain in the study database and may not be removed. 

OR

If you choose to leave the study early, you have the right to ask that any data you have supplied to that point be withdrawn/destroyed. 
You will still be paid for your contribution (or as appropriate, e.g., “and without penalty”).
You have the right to omit or refuse to answer or respond to any question that is asked of you (as appropriate, “and without penalty”).
You have the right to have your questions about the procedures answered (unless answering these questions would interfere with the study’s outcome). If you have any questions as a result of reading this information sheet, you should ask the researcher before the study begins.

WHO WILL SEE THE INFORMATION THAT YOU GIVE?
The data we collect do not contain any personal information about you except… (describe as appropriate). The information collected about you will be identified only using a code. The information which has your identifiable information will be kept separately from the rest of your data. (as appropriate)  
(Also say something about your intentions regarding use of the data, e.g., presentation at conferences, publication, etc. In doing so, make clear the extent to which individual participants will or will not be identifiable, as appropriate) 

When we write about or share the results from the study, we will write about the combined information from all the people who participate. We will keep your name and other identifying information private. If you are collecting photographs or voice/video recordings, discuss how you will use them, if they will be kept indefinitely, or destroyed after transcription, etc.. 

We will make every effort to prevent anyone who is not on the research team from knowing that you gave us information, or what that information is. {Insert description of procedure(s) used for protecting confidentiality of data, including paper records, computer records, jump drives, and portable storage devices.}
You should know that there are some circumstances in which we may have to show your information to other people because {insert circumstances in which the participant’s data could be shown or reported to others, such as relevant legal obligations}. 
Add the following information if online data-collection applies to study: We will make every effort to safeguard your data, but as with anything online, we cannot guarantee the security of data obtained via the Internet. Third-party applications used in this study may have Terms of Service and Privacy policies outside of the control of the Smithsonian.
The data will be stored in the investigator’s office in a locked file cabinet/on a secure server/etc..
The data will be stored for approximately five years after the study has been completed and then destroyed. Your consent will be asked for audio recording. You may decline to be taped. The Investigator will transcribe the tapes and may provide you with a copy of the transcripts upon request. [You have the right to review and edit the transcript.  Sentences that you ask the investigator to leave out will not be used and they will be erased from all relevant documents.](as appropriate)
When the results of the research are published or discussed in conferences, no information will be included that would reveal your identity. If audio or video recordings of you will be used for educational purposes, your identity will be protected or disguised.

FOR FURTHER INFORMATION

(Supervisor’s/PI’s name) will be glad to answer your questions about this study at any time. (provide at least two ways to contact the supervisor/PI, e.g., email, phone, physical address)

If you want to find out about the final results of this study, you should… (procedure).

Contact information

Address

Phone/email
INFORMED CONSENT SIGNATURES

This consent includes the following:

· Key Information Page

· Detailed Consent 

· If Appendix is used, list here
You are the subject or are authorized to act on behalf of the subject.  Your signature indicates your willingness to participate in this research project. You will receive a copy of this consent form after it has been signed.

	___________________________________________          _____________________

Signature of research subject or, if applicable,


  Date
*research subject’s legal representative





___________________________________________
Printed name of research subject 

	Remove this shaded section if not seeking IRB approval to obtain consent from a legally authorized representative

___________________________________________

*Printed name of research subject’s legal representative

*If applicable, please explain Representative’s relationship to subject and include a description of representative’s authority to act on behalf of subject:

________________________________________________________________________________

________________________________________________________________________________



	______________________________________________________________    ___________

Printed name of [authorized] person obtaining informed consent


    Date


DO NOT SIGN OR USE AFTER THE EXPIRATION DATE:  01/03/2023


Smithsonian IRB, revised March 1, 2019


