Stanford University Consent to Participate in Research TEM-C-5eng
Research Compliance Office [Enghsh]

You are being asked to participate in a research study. The title of the study is:

Before you agree, the investigator must tell you about (i) the purposes, procedures, and
duration of the research; (i1) any procedures which are experimental; (iii) any reasonably
foreseeable risks, discomforts, and benefits of the research; (iv) any potentially beneficial
alternative procedures or treatments; and (v) how confidentiality will be maintained.

Where applicable, the investigator must also tell you about (i) any available.compensation or
medical treatment if injury occurs; (ii) the possibility of unforeseeable risks; (iii) circumstances
when the investigator may halt your participation; (iv) any added costs to‘you; (v) what happens
if you decide to stop participating; (vi) when you will be told aboutnew findings which may
affect your willingness to participate; and (vii) how many people will be in the study.

Leave the following statements in if trial is/will be registered on ClinicalTrials.gov, otherwise
delete:

and (viii) a description of this clinical trial will be available on Attp.//www.ClinicalTrials.gov,

as required by U.S. Law. This Web site will not include information that can identify you. At
most, the Web site will include a summary of the results. You can search this Web site at any
time.

If you agree to participate, you must be givenrassighed copy of this document and a
written summary of the research.

If you have any questions, concerns or complaints about this research study, its
procedures, risks and benefits, or altérnative courses of treatment, you should ask the

Protocol Director,

You may contact him/her now or later at

If you are not satisfied with the manner in which this study is being conducted, or if you have
any concerns, complaints,sor.general questions about the research or your rights as a research
study subject, please contact the Stanford Institutional Review Board (IRB) to speak to an
informed individual who is independent of the research team at (650)-723-5244 or toll free at
1-866-680-2906.:Y ou may also write the Stanford IRB, Stanford University, 3000 El Camino
Real, Five Palo Alto Square, 4" Floor, Palo Alto, CA 94306.

In addition, please call the Stanford IRB at either

Deletefas appropriate: (650)-723-5244 [medical] / 650)-723-2480 [nonmedical]

or toll free at 1-866-680-2906 if you wish to speak to someone other than the research team or if
you cannot reach the research team.

Your participation in this research is voluntary, and you will not be penalized or lose benefits if
you refuse to participate or decide to stop.

Signing this document means that the research study, including the above information, has been
described to you orally, and that you voluntarily agree to participate.

Signature of participant Date Signature of witness Date
(e.g., staff, interpreter, family member, or other person
who speaks both English and the participant’s language)
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Stanford University Experimental Subject’s Bill of Rights TEM-C-5eng
Research Compliance Office [Enghsh]

As aresearch participant you have the following rights. These rights include but are not
limited to the participant's right to:

e Dbe informed of the nature and purpose of the experiment;

e be given an explanation of the procedures to be followed in the medical
experiment, and any drug or device to be utilized;

e be given a description of any attendant discomforts and risks reasonably to'be
expected;

e Dbe given an explanation of any benefits to the subject reasonably:to be expected,
if applicable;

e Dbe given a disclosure of any appropriate alternatives, drugs or.devices that might
be advantageous to the subject, their relative risks and:benefits;

o be informed of the avenues of medical treatment, if any available to the subject
after the experiment if complications shouldarise;

e be given an opportunity to ask questions,concerning the experiment or the
procedures involved;

e be instructed that consent tg participate in the medical experiment may be
withdrawn at any time and the subject may discontinue participation without
prejudice;

e Dbe given a copy of the.signed and dated consent form; and

e Dbe given the opportunity to decide to consent or not to consent to a medical
experiment without the intervention of any element of force, fraud, deceit, duress,
coercion or undue influence on the subject's decision.

File:TEM03CO05eng rev8 12/18/13 1ofl



