

Study Title:

Principal Investigator: 

EXPerimental subject’s Bill of rights

You have been asked to participate as a subject in a medical experiment. Before you decide whether you want to participate in the experimental procedure, you have a right to the following information:

CALIFORNIA LAW REQUIRES THAT YOU MUST BE INFORMED ABOUT:

1. The nature and purpose of the study.

2. The procedures in the study and any drug or device to be used.

3. Discomforts and risks reasonably to be expected from the study.

4. Benefits reasonably to be expected from the study.

5. Alternative procedures, drugs, or devices that might be helpful and their risks and benefits.

6. Availability of medical treatment should complications occur.

7. The opportunity to ask questions about the study or the procedure.

8. The ability to withdraw from the study at any time and discontinue participation without affecting your future care at this institution.

9. Be given a copy of the signed and dated written consent form for the study.

10. The opportunity to consent freely to the study without the use of coercion.

I have carefully read the information contained above and I understand fully my rights as a potential subject in this study.

Date: ___________________
Time: ________________

Signature: _______________________________________

(subject)
Signature: _______________________________________

(parent or legally authorized representative)
If signed by other than the subject, indicate relationship: _________________________


INFORMED CONSENT

TITLE:

PRINCIPAL INVESTIGATOR:

DEPARTMENT:

24-HOUR TELEPHONE NUMBER:


why is this study being done?

(General Requirement)
What is involved in the study?

(General Requirement)
Information About Samples Collected as Part of this Research

What are the possible risks and discomforts?
(General Requirement)
What about pregnancy?

(Additional Element)
What are the possible benefits of taking part in this study? 

(General Requirement)

what other options are there?

(General Requirement)
will your information be kept private?

(General Requirement)
what are the costs?

(Additional Element)
are there any payments to you for taking part in the study?
(Additional Element)

Possible Commercial Products

what happens if you get injured or need emergency care?
(General Requirement)

will you receive new information about this study?

(Additional Element)
under what circumstances can your participation be terminated?

(Additional Element) 

what are your rights as a participant, and what will happen if you decide not to participate?

(General Requirement)

are there any potential conflicts of interest?
(Additional Element)

whom do you call if you have questions or concerns?
(General Requirement) 

agreement:

(General Requirement)
I have read (or someone has read to me) the information provided above. I have been given a chance to ask questions. All my questions were answered. I have decided to sign this form in order to take part in this study.

	

	
	

	Name of Subject
	Signature
	Date Signed

	
	
	

	Name of Witness
	Signature
	Date Signed


I have personally explained the research to the subject and answered all questions. I believe that he/she understands the information described in this informed consent and freely consents to participate. 

	

	
	

	Name of Investigator/Person Obtaining Informed Consent
	Signature
	Date Signed



Instructions for Experimental Subject’s Bill of Rights





If your study is not categorized as a “medical experiment” as defined below, you can delete the Experimental Subject’s Bill of Rights. Many psychological or behavioral studies may not be categorized as “medical experiments.” 





Section 24174 of the California Health and Safety Codes defines “medical experiment” as: 


the severance or penetration or damaging of tissues of a human subject or the use of a drug or device, as defined in Section 109920 or 109925, electromagnetic radiation, heat or cold, or a biological substance or organism, in or upon a human subject in the practice of research of medicine in a manner not reasonably related to maintaining or improving the health of the subject or otherwise directly benefiting the subject; 


the investigational use of a drug or device as provided in Sections 111590 and 111595;


withholding medical treatment from a human subject for any purpose other than maintenance or improvement of the health of the subject.





The California Experimental Subject’s Bill of Rights is available in the following nine languages:





English, Spanish, Chinese, Korean, Vietnamese, Thai, Russian, Armenian, and 


Farsi





Please note that if you use the Bill of Rights translated into a language other than English, you need to use either a translator or an approved translated version of the English Informed Consent. If you use a translator, you should document that fact on the Informed Consent, including the translator’s signature, as well as documenting in the medical chart/research record.





If the majority of your study subjects speak a language other than English, we recommend that you translate the Informed Consent into that language. The translated version of the IRB-approved Informed Consent must be submitted to and approved by the IRB before you use it. The IRB will translate the English version of the IRB approved Informed Consent to Spanish upon request. If you occasionally need consent documents in languages other than English or Spanish, the OHRP Short Form can be used for this purpose. Versions of the short form in nine languages are posted on the IRB web site (� HYPERLINK "http://ccnt.hsc.usc.edu/irb/irb.html" ��http://ccnt.hsc.usc.edu/irb/irb.html�) under “IRB Forms.” Instructions for use of the short form and for translating consent documents into other languages can be found on the IRB web site under “Policies and Procedures.”  





If you are not enrolling minor subjects or subjects who have a Legally Authorized Representative, make sure to delete the two items below the subject’s signature line from the Bill of Rights page.


















































Your consent document may require additional signatures (for example, from a child, the parent(s), a translator, or a legally authorized representative). Please refer to the IRB Sample Informed Consent for instructions and examples.
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