Template version date July 2014
THE SMC MODEL INFORMED CONSENT FORM (“SMIC”):  NON-MEDICAL CONSENT TEMPLATE – FOR USE WITH STUDIES THAT USE SURVEYS, QUESTIONNAIRES IN A PROSPECTIVE MANNER

NOTES:

· The following model text is required in your consent document.

· Please bold the section headings.

· Follow all instructions [italics] throughout “SMIC”. 

· Font should be at 12 point

· Reading level comment:  please be mindful of the reading level of your document and strive for a 6-8th grade reading level.  Define complex terms whenever possible and use a thesaurus to find alternatives.

CONSENT FORM


[Insert title of study, protocol number] 

INVESTIGATOR(S):  [List full name, institutional affiliation, address, and telephone number of all investigators associated with the research study.]
24-HOUR PHONE:
[List a 24-hour emergency telephone number.]

This is a type of research study.  Research studies include only people who choose to take part.  Please take your time to make your decision to participate. Discuss it with your friends and family.  

You are being asked to take part in this study because you have [describe type of disease, condition, or other reason].  This particular research in humans is designed by [name the sponsoring company, investigator, department, organization, etc.].  [If applicable include the following sentence]  The study is supported by [name of department, organization, e.g., National Institutes of Health, National Cancer Institute, the federal Food and Drug Administration, etc.].  

This consent form may contain words that you do not understand.  Please ask the study doctor or study staff any questions that you have.


PURPOSE, POTENTIAL FOR BENEFIT

WHY IS THIS STUDY BEING DONE?

This research is being done because [Explain in one or two sentences why this study is being done. This description should be in lay terms.  Example "We do not know which of these two commonly-used treatments is better."  Include total study length and session length.]
HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?

About [describe number of subjects at SMC] people will take part in the study.  [Note:  If this is a multi-site study, specify the number to be involved at this site, and the number to be involved from all sites combined.]

ARE THERE BENEFITS TO TAKING PART IN THE STUDY?

The possible benefits of this study include [list any possible benefits for the subject or society].  The information collected may not benefit you directly. We hope the information learned from this study will benefit other people with [state type of disease, condition] in the future.


PROCEDURES

WHAT IS INVOLVED IN THE STUDY?

In this study, you will be asked to [Include an explanation of any questionnaires, surveys or other instruments the subject will be asked to complete and explain their purpose.  Include information in this paragraph about how long it should take the subject to complete the questionnaires, or other procedures involved in the study].
RISKS

WHAT ARE THE RISKS OF THE STUDY?

[Describe any risks that may occur in the study.  State appropriate non-physical risks, such as the potential loss of confidentiality, or the possibility of a sensitive questionnaire provoking unpleasant memories, etc.]

If you have any questions regarding the risks, please ask the researcher and/or study staff.

OTHER INFORMATION

AUTHORIZATION TO USE AND DISCLOSE INFORMATION FOR RESEARCH PURPOSES

Efforts will be made to keep your personal information confidential, but we cannot guarantee absolute confidentiality.  Your personal information may be disclosed for purposes related to the study, or if required or allowed by law.   By law, you have certain rights related to your health information.  These include the right to know who will be able to get the information and why they may be able to get it.
Information collected about you during this study becomes part of the research record for this study if you agree to participate. This information may include the following:

· Your name, address, telephone number, Social Security Number, Health Plan Number, and other details about you;

· Information obtained from procedures used to find out whether you are eligible to take part in this study.  This may include physical examinations, blood, urine and other laboratory tests, x-ray and other procedures or tests, and any other information that you may release to us, including information about your health history;

· Information obtained in the course of the study including information about your response to any study treatments you receive, information related to study visits and phone calls, physical examinations, blood, urine and other laboratory tests, x-ray and other procedures or tests, and other medical information relating to your participation in this study. 

In addition, your regular medical records become part of the research record for this study if you agree to participate.

By signing this consent form, you are allowing the research team to have access to this information.  The research team includes the investigators listed on this consent form and other staff involved in this specific study.  The information collected about you will be used for the purposes of conducting this study as described in this consent form.

You have the right to know who else may be seeing your information.  If you agree to participate in this study and you sign this consent form, you are also agreeing to allow the research team to share your information with any or all of the following:

· the sponsor company [if applicable, insert name of sponsor];

· [if applicable, insert name of CRO, SMO, etc., if applicable], a company hired by the sponsor to help with the research study;

· doctors and other healthcare providers taking part in this study;

· [if cooperative group study, insert name of cooperative group, e.g. SWOG, CTSU, etc.];

· your health insurance company [if applicable] ;

· the U.S. Food and Drug Administration (FDA);

· the U.S. Department of Health and Human Services (DHHS) agencies;

· Governmental agencies in other countries;

· Government agencies that must receive reports about certain diseases;

· Swedish Medical Center and entities within Swedish Health Services;

· Swedish Medical Center IRB;

· [if applicable, insert name of other entities involved in this study, such as those with whom we have cooperative agreements - UW, FHCRC, GHC, VM];

· [if applicable, insert name of other entities– e.g. scientific review committees, data and safety monitoring committees, etc. – please describe as thoroughly as possible].
The results of the research study may also be presented at meetings or in publications, but your identity will not be disclosed in those presentations or publications.

You do not have to agree to allow these groups to look at your information, but if you do not, you may not be allowed to participate in this study.

If you give your permission to give your information to a person or business, the information may no longer be protected by federal or state privacy laws.  There is a risk that your information will be released to others without your permission.

You may revoke (“take back”) your agreement to participate in this study and authorization to use your health information for this research study by contacting the principal investigator in writing.  If you revoke, you will not be able to continue being in this study. If you decide to revoke your agreement and authorization, information that has been collected about you before you revoke may still be used for purposes of the study.  

Unless revoked in writing, your agreement and authorization to use your health information for this research will end on December 31, 2050. [OR, If your study has no end-point (such as a registry), you may use the following language;]  Unless revoked in writing, your agreement and authorization to use your health information for this research and to keep adding information about you to the registry will end on December 31, 2050.  There are no plans to stop using the registry, so researchers may keep using the information about you that has been included in the registry indefinitely.
WHAT ARE THE COSTS?

Taking part in this study [choose the appropriate term:  will, or may, or is not expected to] lead to added costs to you or your insurance company.

Will I be Paid for Participating? [Separated out for better understandability] 

No payment will be made directly to you for taking part in this study. [If payment or other compensation, such as token gifts, or assistance with transportation or parking is to be provided, state the type and amount of compensation, gift, etc., and the rationale.  Include amount of partial payment that is made if subject withdraws from the study before completion.]
[Use this section if applicable:]

WHO IS PAYING FOR THIS STUDY?

Funding for this study comes from [insert name of sponsor or agency, etc.].  

WHAT ARE MY RIGHTS AS A RESEARCH SUBJECT?

Taking part in this study is voluntary, and you may choose not to take part. If you decide not to participate in this study, there are no penalties or a loss of benefits to which you are otherwise entitled and your decision will not change your future medical care here.  In addition, if you do want to be part of this study, but later change your mind, you may leave the study at any time without penalties or a loss of benefits to which you are otherwise entitled and your decision to leave the study will not change your future medical care here.  

Your participation in this study may be stopped at any time by the study doctor or the sponsor without your consent because:  [modify the bullets below as applicable to the protocol] 

· the study doctor thinks it is necessary for your health or safety;

· you have not followed study instructions;

· the sponsor stops the study; or

· administrative reasons require your withdrawal.

[Insert either:]  We will tell you about new information that may affect your health, welfare, or willingness to stay in this study. [Or, when a Sponsor’s or other Data Safety and Monitoring Board exists:] A Data Safety and Monitoring Board, an independent group of experts, will be reviewing the data from this research throughout the study. We will tell you about the new information from this or other studies that may affect your health, welfare, or willingness to stay in this study. 


WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?

· For questions about the study, contact [state the specific name and telephone number of person to call, usually the investigator or study nurse or coordinator.]
· For questions about your rights as a research subject, contact the SMC Institutional Review Office (IRO) Manager.  The IRO Manager administers the Institutional Review Board (a group of people who review this research to protect your rights and welfare) and may be contacted at (206) 215-2536. 

[If available, list the name and phone number of a patient advocate or representative or other individual who is not on the research team or IRB.]
WHERE CAN I GET MORE INFORMATION?

[If applicable, indicate where more information is available, i.e., Swedish Medical Center’s health education centers such as the James B. Douglas Health Education Center or the Swedish Cancer Institute Education Center, the NCI’s Cancer Information Service, etc.  Provide website addresses or phone numbers, etc.] 

CONSENT 

I have been given the information about the use and disclosure of my health information for this research study.  My questions have been answered.
I authorize the use and disclosure of my health information to the parties listed in the authorization section of this consent for the purposes described above.
I have read the information in this consent form.  All my questions about the study and my participation in it have been answered.  I freely consent to be in this research study.

If you agree to be in this study, you will receive a signed and dated copy of this consent form for your records. 

[Attach any additional study-specific materials, i.e., schemas, questionnaires, etc.   Signature page should be at the end of the package.]

SUBJECT’S CONSENT AND AUTHORIZATION

My signature indicates that I have been given a copy of this consent form. 

	Subject’s Signature:


	____________________________________________

	Subject’s Name (Printed):


	____________________________________________

	Date:
	____________________________________________


CERTIFICATE OF PERSON OBTAINING CONSENT:
I have provided an explanation of the above research study, and have encouraged the subject to ask questions and request additional information regarding the study and possible alternatives.  A copy of this consent form has been given to the subject.

	Signature of person obtaining consent: 
	____________________________________________



	Name (Printed):


	____________________________________________

	Date:
	____________________________________________


CERTIFICATE OF INVESTIGATOR:

I certify that this subject has been consented. 
	Signature of investigator: 


	____________________________________________

	Investigator Name (Printed):


	____________________________________________

	Date:
	____________________________________________

	
	

	Emergency phone number:
	____________________________________________

	
	

	Research site:
	____________________________________________


cc:
Subject and Investigator's File
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