[Instructions:  Choose Edit...Select All, or click and drag to select all text below, then copy this text and paste it into your word processor consent document.]

University of California, San Diego

Consent to Act as a Research Subject

[Title of study]

[fill in name of PI] is conducting a research study to find out more about [fill in research topic]. You have been asked to participate in this study because you [fill in how and why prospective volunteers were selected]. There will be approximately [fill in total expected accrual this site] participants at this site and approximately [fill in total expected accrual at all sites, as appropriate] participants at all sites. The purpose of this study is [fill in research purposes].

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

[List study procedure[s] here, making clear which procedure(s) or treatment(s) are experimental and which are standard of care, and the duration/time associated with each study procedure and a separate statement indicating the overall duration of the subject’s involvement in the study].
Participation in this study may involve some added risks or discomforts. These include: 

[insert numbered list of risks reasonably expected here including risk of loss of confidentiality].

[If this study involves exposure to radiation, please include the following two paragraphs:]

During your participation in this research study, you will be exposed to radiation from scheduled x-rays and/or imaging scans. The total exposure resulting from these imaging studies is calculated to be approximately [fill in with appropriate amount of exposure] mSv. This amount is [more/less/equal—choose one] than you would receive from one year of natural exposure in the San Diego area, which is approximately 1.6 mSv. Cumulative exposure from radiation may increase your risk of developing certain types of cancer in the future.

The principal investigator for this research study has determined and verified that [all/most/some—choose one] of the x-rays and/or imaging scans prescribed for this study would typically be performed as part of the standard medical care required to adequately monitor your current illness. [Investigator may be specific here by listing the scans that are considered standard of care if applicable or deemed to be useful information for the research subject. In addition, non-radiation producing imaging alternatives would be included here if described in the Research Plan.] If you are especially concerned with radiation exposure, or you have had a lot of x-rays or imaging scans already, you should discuss this with the principal investigator for this study, Dr. [fill in with name of principal investigator], or your regular doctor.
Because this is a research study, there may be some unknown risks that are currently unforeseeable. You will be informed of any significant new findings.

The alternatives to participation in this study are [fill in appropriate alternative procedures or courses of treatment or supportive care, if any, that may be advantageous to the subject].

There may or may not be any direct benefit to you from these procedures. [However, if there is no direct benefit to the subject from participation, this must be clearly stated]. The investigator[s], however, may learn more about [insert research topic here].

Participation in research is entirely voluntary. You may refuse to participate or withdraw at any time without penalty or loss of benefits to which you are entitled. If you decide that you no longer wish to continue in this study, you will be required to: [fill in requirements for orderly termination of study participation e.g., final examination, return unused medication or devices, etc.].
You may be withdrawn from the study for the following reasons: [insert numbered list of reasons why a subject may be withdrawn from the study. [e.g., Dr. _________ believes that it is in your best medical interest.] You may also be withdrawn from the study if you do not follow the instructions given you by the study personnel.

You will be told if any important new information is found during the course of this study that may affect your wanting to continue.

In compensation for your time and travel, you will receive $___ for participating in this research [Stipulate how payment is established. This amount must be prorated. Be very specific. However, if no payment will be given, it should be stated.].

There will be no cost to you for participating in this study [However, if there are costs associated to participation, these should be stated (i.e., parking, costs associated with drug/device/procedure) and that the subject or the subject’s insurer will be responsible for the cost, as appropriate.]

[If this is a industry-sponsored cancer study, for “Cost” paragraph, please use:]

You or your insurance company/third party payer will be billed for all routine procedures and drugs associated with this study including the cost of treating injuries resulting from such routine procedures. Routine procedures and drugs are those that you would likely receive whether or not you are in this study. You will be responsible for any deductibles or co-payments that are associated with your insurance coverage. Examples of procedures and drugs that may be billed include the following: [please provide a list as appropriate]

[If this is a industry-sponsored study, please use:] 

If you are injured as a direct result of being in this study, treatment will be available. The costs of such treatment will be covered by the University of California or the study sponsor [must be named], depending on a number of factors. The University and the study sponsor [must be named] do not normally provide any other form of compensation for injury. You may call the UCSD Human Research Protections Program Office at (858) 657-5100 for more information about this, to inquire about your rights as a research subject, or to report research-related problems.

[If this a grant-sponsored or PI-initiated study, please use:]

If you are injured as a direct result of participation in this research, the University of California will provide any medical care you need to treat those injuries. The University will not provide any other form of compensation to you if you are injured. You may call the Human Research Protections Program Office at (858) 657-5100 for more information about this, to inquire about your rights as a research subject or to report research-related problems.
Research records will be kept confidential to the extent allowed by law. [Insert a statement describing the study procedure(s) that will be used to maintain confidentiality] Research records may be reviewed by the UCSD Institutional Review Board and [fill in entities that may have access to research records such as NIH, FDA, etc.].

[If the study is an applicable clinical trial that requires registration in the clinical trial registry databank, the following wording is required in the consent—note, changes to this wording can not be approved:]

A description of this clinical trial will be available on http://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.
[fill in name of PI] and/or ________________ has explained this study to you and answered your questions. If you have other questions or research-related problems, you may reach [fill in name of PI] at [fill in telephone number of PI].

You have received a copy of this consent document and a copy of the “Experimental Subject's Bill of Rights” to keep.

You agree to participate.

_______________________
 _______________________
_______________

Subject's signature

Witness


Date       

