Southern California University of Health Sciences 
Whittier, CA 90604

Consent to act as a Research Participant
Title of study (must match the research protocol submitted to IRB)

Participants Name: _______________________________________________________________

We invite you to take part in this research study which seeks to (briefly state purpose of study).

You must be willing to provide a written informed consent prior to participation. Participation in this research study is completely voluntary. Please read this information below and ask questions about anything that you do not understand before deciding if you want to participate. A researcher listed below will be available to answer your questions. 

Investigators and Sponsor 

Principal Investigator(s):  State the Principal Investigator’s name and department here. (If applicable, the student’s name if the research is being performed by a student under the direction of the Principal Investigator).
Study Sponsor(s):  (list sponsor(s) if available/applicable)
Purpose of Study
The purpose of this research study is (explain purpose (i.e., thesis, research) in one or two paragraphs in easily understood language).  End this paragraph with, To participate in this study you must sign this consent form. 
(consider adding) The following definitions may help you to understand this study:  (add definitions as necessary)
Inclusion Requirements

You are being asked to participate because (state criteria for patient selection). 

Number of Participants:  The investigator plans to enroll (state number of people) participants at this site. (Clarify if enrollment will occur within the Whittier area, throughout the United States or internationally)

Procedures 
In creating the sections on Procedures, Benefits, and Risks, information a reasonable person would want to have to make an informed choice about participation MUST be included. This information must be provided in sufficient detail and organized and presented in a way that facilitates an understanding of why one might, or might not, want to participate.
Outline the procedures of the study and explain exactly what will happen to the participant during the study.  Clearly identify what parts of the procedure, if any, are experimental. Describe clearly how often and how much time will be expected at each interaction for the protocol.
Total Time Involved:   If you agree to take part in this study, your involvement will include: (provide details for the expected frequency and duration for time of participation: x days, weeks, months, etc. i.e., this is a 6 months study with 4 weeks of active participation by each participant and 4 months collection of medical information for each participant. If there is a washout or a follow-up period, state so in easily understood language).

Potential Benefits

(Describe any benefits to the participant and to others that may reasonably be expected from the research). OR If none, state - There are no known benefits to you that would result from your participation in this research. OR if appropriate, add: This research may help us to understand (limit to a brief statement). Do NOT include payments or other types of direct compensation here.
Likelihood of benefits: (brief explanation of severity and likelihood of benefits)
Potential Risks

If none, state “There are no anticipated risks associated with your participation in this study”. 

OR There are certain risks or discomforts associated with this research. They include (describe any reasonably foreseeable risks or discomforts to the participant. Provide additional information as it relates to instances of risks, stress or known discomforts (physical, psychological, social or legal) as a result of a participant’s involvement in your study (i.e., you do not have to answer any questions that make you uncomfortable…..  You may also describe the measures you will take to minimize these risks and discomforts. Include a brief description of any benefit and/or justification to be derived from the work.)
Likelihood of risks: (brief explanation of severity and likelihood of risks)
If you feel discomfort at any time, notify the Principal Investigator immediately and you can discontinue the treatment at any time.
Alternatives to Participation:   (state alternatives to participation, for e.g. you can continue medical care with your current physician or seek care alternatively from licensed health care providers elsewhere…) OR There is currently no alternative treatment. 
Statement of Responsibility for Research-Related Risks 
Every effort to prevent injury as a result of your participation will be taken. It is possible, however, that you could develop complications or injuries as a result of participating in this research study. If you suffer an injury directly related to your participation in this project, SCU will help you obtain medical treatment for the specific injury and provide referrals to other health care facilities, as appropriate. SCU will not provide you with financial compensation or reimbursement for the cost of care provided to treat a research-related injury or for other expenses arising from a research related injury. The institution or group providing medical treatment will charge your insurance carrier, you or any other party responsible for your treatment costs

Alternatives to Participation:   (state alternatives to participation, for e.g. you can continue medical care with your current physician or seek care alternatively from licensed health care providers elsewhere…) OR There is currently no alternative treatment. 
Compensation/Cost/Reimbursement:  (list compensation or cost to participants. Include statement of insurance billing if any costs will be billed to the subject’s insurance. If treatments are free of charge, consider stating: “You will not be required to pay for research related procedures/treatments.”)

Confidentiality:  (Explain how and where study results will be kept (i.e., results of this study may be published but no names or identifying information will be included for publication; results will be reported in group format, etc.)  Research records will be kept confidential to the extent allowed by law.  You should also state where data will be stored and when destroyed (i.e., data will be kept for three years in a locked filing cabinet with only the researcher having access to collected data.)
Data Storage (how will data be stored? Mention clearly about encryption of data and password protection of electronic data, if applicable)
Data Access (who will have permission to access data and how?)
Level of Privacy (what is the level of privacy?)
Use of Personal Health Identifiers (State whether participants' information or biospecimens collected as part of the proposed research might be stripped of identifiers and used for other research in the future or it will not be stripped and potentially used for other future research. Note that this is only about future research use of information and biospecimens that will be stripped of identifiers. Consent for the future use of identifiable private information and identifiable biospecimens for future unspecified research is covered under the section for "broad consent," or could also occur under conditions where an IRB determines that a waiver of informed consent is appropriate.)

Whole Genome Sequencing: (notice to participant if whole genome sequencing will be completed, remove if not applicable)
New Findings:  If during the course of this study, significant new information becomes available that may relate to your willingness to continue to participate, this information will be provided to you by the investigator.
Clinically Relevant Findings: (notice about whether clinically relevant research results will be returned to the subjects)
Conflict of Interest

Investigators must satisfy campus requirements for identifying and managing potential conflicts of interest before a research study can be approved. The purpose of these requirements is to ensure that the design, conduct and reporting of the research will not be affected by any conflicting interests. If at any time you have specific questions about the financial arrangements or other potential conflicts for this study, please feel free to contact any of the individuals listed above. 

(consider adding “The person inviting you to participate in this research may also be your treating doctor. In such cases, the doctor has an interest in both your care and promoting the successful conduct of this research. Sometimes these two interests may cause conflict. You can choose not to participate in the research and still receive treatment from your doctor. If you wish, you may also request to speak to another doctor who is not a member of the research team about your options.”)
(Statement about potential Commercial Profit secondary to research, if applicable)

University Statement:  The Southern California University of Health Sciences at Whittier, CA, is committed to the safety of subjects participating in research. For further questions or concerns about this project, please contact (principle investigator, degrees obtained), Principal Investigator of this project at (562) ____________ Extn _______. Any other questions with regards to patients' rights can be directed to Dr. Christine Lemke, DC, Chair of the SCU-IRB at christinelemke@scuhs.edu. We will give you a copy of this form to keep for your records. 

Withdrawal or Termination from Study:  You are free to withdraw from the study at any time. If you decide to withdraw from the study, you should inform the researchers immediately. You may also be removed from the study without your consent because of the following: (consider listing: A) based on the researcher's judgment to improve your health and welfare, B) because you have not followed the study procedures, or C) because the study sponsor decides to stop the study.)
If you withdraw or are terminated from the study, you may be asked to (e.g., return all unused medications, return to the clinic for a final evaluation). Final procedures are necessary to make sure there have been no changes in your health. 


Statement of Consent:  I (print your name), __________________________________, have read the attached "Experimental Subject's Bill of Rights" and have been given a copy of it and this consent form to keep. I understand that participation in this study is voluntary. I may refuse to answer any question or discontinue my involvement at any time without penalty or loss of benefits to which I might otherwise be entitled. My decision will not affect my future relationship with or the quality of care I receive at SCU. My signature below indicates that I have read the information in this consent form and have had a chance to ask any questions I have about the study. I consent to participate. 

	__________________________________________
	_______________

	PRINTED NAME of Participant
	Date


	__________________________________________
	_______________

	Signature of Participant
	Date


 

	__________________________________________
	_______________

	Signature of Witness
	Date


 

	__________________________________________
	_______________

	Signature of Investigator 
	Date


Assent form Addition for all participants under the age of 18.

The study has been explained to me and I understand what is going to happen. I had a chance to ask questions and know that I can ask the doctor if I have any others. I agree to participate. 

___ The subject is capable of reading and understanding the document and has signed the consent/assent form to take place in the study.

___ The subject is not capable of reading, but the document was read and explained to them. The subject has signed the assent form to take place in the study.  

Parent or guardian’s printed name:

__________________________________________    

Parent or guardian’s signature: 
__________________________________________    Date:______________

Investigator conducting assent protocols printed name: 

___________________________________________

Investigator conducting assent protocols signature:   

___________________________________________    Date:___________
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