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Appendix A (Short Research Consent Form)
Children's Healthcare of Atlanta

Assent/Consent to Participate in a Research Study1
You are being asked to take part in a research study.  The purpose of a research study is to find out how things work and gain new knowledge.  A research study can be about:

· How the body works

· What causes disease

· How to treat disease

· What people think and feel about certain things
Before you decide whether to take part in this research study, you must be told about:

1. Why the research study is being done.

2. What will take place (called procedures).

3. How long the research will last.

4. Any procedures that are still being tested (experimental).

5. Any risks, discomforts, and benefits that may occur.
6. Any other helpful tests or treatment that may be possible
7. How your privacy will be kept.
When needed, you must also be told about:

1. Payment or medical treatment if injury or harm occurs

2. IF there are unknown risks

3. Times when the researcher may need to stop you from taking part in the study.

4. Any added costs to you.

5. What happens if you decide to stop taking part in the study?
6. When you will be told about new findings that my change your mind about being in the study.

7. How many people will be in the study?
If you agree to take part, you must be given a signed copy of this form.  You will also receive a copy of the approved form for this study written in English.
You may call _____________________ at ___________________ any time you have questions.   Also call about what to do if you are injured.
You may call the Children's Healthcare of Atlanta Institutional Review Board (IRB), at 404-785-7555 if you have any questions about your rights in this study.  The IRB is a group of people who review human research studies in this hospital.  They help protect the rights and welfare of people who take part in research studies.
If you decide not to take part in the study or to stop being in the study, it will not in any way affect your care at this hospital, not now, and not in the future.

Your signature below shows that you:

· Have read this informed consent form

· Understand its meaning

· Have been given the chance to ask questions and are satisfied with the answers given to you.  

· Agree to take part in this study and sign this informed consent form of your own free will.   

You will be given a copy of the signed informed consent form.
Printed Name of Research Subject


      
       Age


Date of Birth
Signature of Research Subject                                                            Date

Time

(Required unless research subject is under the age of 18 years and assent was not obtained for reason provided below)

Signature of Research Subject’s Parent/Legal Guardian
Date

Time

(Required for research subjects under the age of 18 years)
Signature of Research Subject’s Parent/Legal Guardian
Date

Time

(Required for research subjects under the age of 18 years when study poses more than minimal risk to the subject without the prospect of direct benefit)
Signature of Person Obtaining Assent/Consent/Permission
Date

Time
Signature of Witness

Date

Time
1If this form is being read by the legal guardian of a subject, “you” means “your child”.
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Template version date: March 8, 2006 (NOTE: Delete this information when preparing your study’s form, as well as all other information provided in italics throughout this form.  The italicized information is part of the directions for completion of this form.  The final version of this form that you submit should not include any italicized writing, unless that is your preference for emphasis of a specific point.)

