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CONSENT DOCUMENT (TEMPLATE VERSION: 2/12/16)

Note: Form should be formatted in at least 12 point font (times new roman) or equivalent.
[All instructions (in RED) and text not applicable to the research should be deleted when the form is modified for use on a particular study]
Children’s Hospital Los Angeles
CONSENT TO PARTICIPATE IN A RESEARCH STUDY
[Insert title of study]

 [If study title is technical, add lay language title]
[If the study involves using different forms for different populations, identify the population group as a subtitle]
	 Subject’s Name:
	

	     CHLA#[if applicable]:
	
	Birth Date:
	

	
	
	
	


You are invited to participate in a research study conducted by [insert name and degrees of Principal Investigator] from the [insert department/division affiliation] at Children’s Hospital Los Angeles (CHLA) [insert other institutions as appropriate].  This research is sponsored by [Insert name of sponsor, or remove sentence if inapplicable].  Participation in this study is completely voluntary.
The purpose of the study is [explain the purpose of the research in lay language].  If you volunteer to participate in this study, your participation will last [describe duration of subject participation] and involve [describe the procedures chronologically using lay language].
This research involves the potential risk of accidental release of confidential information.  [List any other associated risks, if applicable].  [Describe any direct benefits. If no direct benefit, please include the following:]You should not expect any direct benefit as a result of participating in this research.  
[Describe any anticipated benefits, if any, to science or society expected from the research].  [Describe any alternatives to participation.  If no other alternatives, please include the following:]The alternative to participation is to not participate.

[If the subject will receive payment, describe].
[If the payment is expected to reach $600 or more in a calendar year, please include the following:]In order to receive payments, a valid social security number must be provided to the study team.  It is the recipient’s responsibility to cover any taxes due as a result of these payments.  You have the right to decline payments if you wish.
[Describe any financial obligations of the subject. If none, please state so].
[Suggested text if you WILL NOT obtain a Certificate of Confidentiality]: Only the research team [and list any others, if applicable] will know that you are a research subject and have access to the information you provide.  None of the information will be disclosed to others; except if necessary to protect your rights or welfare or if required by law (i.e., harm to self or others, reports of certain infectious diseases).  You will not be identified in publications of the research results.  Authorized representatives of the Department of Health and Human Services (if applicable) and the CHLA Institutional Review Board may review subject records but are bound by rules of confidentiality not to reveal your identity.
[Suggested text if you WILL obtain a Certificate of Confidentiality]: Only the research team [and list any others, if applicable] will know that you are a research subject and have access to the information you provide.  You will not be identified in publications of the research results.  Authorized representatives of the Department of Health and Human Services (if applicable) and the CHLA Institutional Review Board may review subject records but are bound by rules of confidentiality not to reveal your identity.  To help us protect your privacy, we have obtained a Certificate of Confidentiality from the National Institutes of Health.  With this Certificate, the researchers cannot be forced to disclose information that may identify you, even by a court subpoena, in any federal, state, or local civil, criminal, administrative, legislative, or other proceedings.  The researchers will use the Certificate to resist any demands for information that would identify you, except as explained below.  You should understand that a Certificate of Confidentiality does not prevent you or a member of your family from voluntarily releasing information about yourself or your involvement in this research.  If an insurer, employer, or other person obtains your written consent to receive research information, then the researchers may not use the Certificate to withhold that information.  The Certificate of Confidentiality does not prevent the researchers from disclosing voluntarily, without your consent, information that would identify you as a participant in the research project under the following circumstances:
· voluntary disclosure by researchers of information on such things as child or elder abuse, reportable communicable diseases, or possible threat to self or others.  

A Certificate of Confidentiality does not represent an endorsement of the research study by the Department of Health and Human Services or the National Institutes of Health.
Your choice about whether or not to participate will have no effect on your care, services or benefits [or employment, academic evaluation, etc. if applicable] at Children’s Hospital Los Angeles.  If you agree to participate, but later decide to withdraw from this study, you may do so without affecting your rights to health care, services or other benefits at CHLA.  If you withdraw from the study early, you may be asked to complete the following activities [list reasons or remove this sentence if inapplicable].
You may be removed from the study by the investigator for the following reasons [list reasons or remove if inapplicable].

If there is significant new information found during the course of the study or the research plan is changed in a way that might affect your decision to continue participating, you will be informed and your consent to continue participating in the study may be requested.
If you have questions about the research or wish to report a concern or complaint about the research, the Principal Investigator, [name of PI] may be reached at [phone number]. You may withdraw from this study at any time and discontinue participation without penalty.  You are not waiving any legal claims, rights or remedies because of your participation in this research study.  If you have questions regarding the rights of research subjects or if you have complaints or concerns about the research and cannot reach the Principal Investigator; or just want to talk to someone other than the Investigator, you may call the CHLA Human Subjects Protection  Program at (323) 361-2265.
Date: [insert date]


IRB#: CHLA-[insert CHLA# (not APP#) once available]


