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STANDARD CONSENT FORM FORMAT   -Outline template

-This form is not sufficient for genetic studies, tissue banking, or to obtain the assent of young children.

- NOTE: Statements in bold are examples of standard wording.  These statements should be printed in regular type on the actual consent form.

DELETE THIS BOX WHEN DONE
 [STUDY TITLE]
PURPOSE AND BACKGROUND

You are being asked to participate in a research study conducted by [insert name(s) and degree(s)], of Lawrence Berkeley National Laboratory.   

[NOTE:  explain the purpose of the study in two to three sentences; the funding source (required for non-state or federal sponsors); and the reason the subject is being asked to participate].

1. PROCEDURES
  If you agree to be in this study, the following will happen:  

[NOTE:  Describe procedures, identifying those that experimental; explain how long each procedure will take, the frequency, and the total expected duration; say where procedures will be done.]

2.
RISKS/DISCOMFORTS

[NOTE:  Remember to address physical risks, unknown risks, and confidentiality.  Confidentiality may be summarized in a separate section if preferred.]

3. 
COMPENSATION FOR INJURY   [Required for all studies with physical intervention equivalent to or more significant than a routine blood draw or injection. This statement must be used without changes.]

If you are injured as a result of taking part in this study, medical care and treatment will be available to you as a participating subject. The costs of this care may be covered by the University of California [add where appropriate: ,or the study sponsor Xxxxxxx,] depending on a number of factors.  If you have any questions regarding this assurance, you may consult or call the Berkeley Lab Human Subjects Committee, MS 50A-1148, 1 Cyclotron Road, Berkeley, CA 94720 (510-486-5399).
4.
BENEFITS

[NOTE: Describe only benefits to the subject that may reasonably be expected.  If the research is not of direct benefit to the participant, explain possible benefits to others.] 

5.
STORAGE OF SAMPLES/DATA 

 [Note that considerations of privacy and confidentiality are paramount here. Include a complete description of how data will be stored securely and destroyed after study has ended, or identifiers destroyed after study has ended.]
6.
FINANCIAL CONSIDERATIONS

[NOTE: Includes both costs and reimbursement/payment.] 

7.
QUESTIONS
Any further questions you have about taking part in this study will be answered by: 


Dr. Smith at (510) 486-xxxx.

Any questions you have about your rights as a research subject will be answered by:


 Lawrence Berkeley Lab Human Subjects Committee at (510-486-5399)
8.
ALTERNATIVES  [NOTE:  For diagnostic testing or medical treatment protocols]
9.
PARTICIPATION IN RESEARCH IS VOLUNTARY. You have the right to not take part in this study or to stop taking part at any time.  You will be given  [a copy of this consent form OR copies of this consent form and the Experimental Subject's Bill of Rights] to keep. If you wish to participate, you should sign below.

_____

AUTHORIZATION  I have read this consent form.  All of the questions I asked have been answered to my satisfaction.  I volunteer to participate in this research.

Date

Subject's Signature



Subject’s Name (print legibly)

Date

Person Obtaining Consent (Signature)



Name (print legibly)

[STOP!  Do not use the following signature lines unless third party consent is being requested and has been addressed in detail in the protocol.]

AND/OR:
Date

Legally Authorized Representative

(i.e., parent, legal guardian, conservator, or individual with power of attorney for health care of the subject)

Date

Person Witnessing Signature of Representative



Name (print legibly)
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