
IRBMED No.: ####-#### Consent Approved by IRBMED On: MM/DD/YYYY IRBMED Project Approval Expires On: MM/DD/YYYY 
 

UNIVERSITY OF MICHIGAN 
CONSENT TO BE PART OF A RESEARCH STUDY 

 
INFORMATION ABOUT THIS FORM 

 
You may be eligible to take part in a research study.  This form gives you important information about 
the study.  It describes the purpose of the study, and the risks and possible benefits of participating in the 
study.   
 
Please take time to review this information carefully.  After you have finished, you should talk to the 
researchers about the study and ask them any questions you have.  You may also wish to talk to others 
(for example, your friends, family, or other doctors) about your participation in this study.   If you 
decide to take part in the study, you will be asked to sign this form.  Before you sign this form, be sure 
you understand what the study is about, including the risks and possible benefits to you. 
 

1.  GENERAL INFORMATION ABOUT THIS STUDY AND THE RESEARCHERS 
 
1.1  Study title: Sociobehavioral Survey Research 
 
1.2  Company or agency sponsoring the study:  Federal Granting Agency 
 
1.3  Names, degrees, and affiliations of the researchers conducting the study:  
Margaret Bell, PhD 
 

2.  PURPOSE OF THIS STUDY 
 
2.1 Study purpose:  
On a yearly basis, we will collect information about how political and moral beliefs influence individual 
behavior. Examples of the topics that may be discussed include:  demographic items (e.g., age, 
educational attainment, household income), religious and moral beliefs, current public policy issues such 
as gun control, taxes, Social Security and abortion, and voting and other political behavior. 
 

3.  INFORMATION ABOUT STUDY PARTICIPANTS (SUBJECTS) 
 

Taking part in this study is completely voluntary.  You do not have to participate if you don't want to.  
You can leave the study at any time, with no penalty to you.  However, leaving the interview process 
early may result in your not receiving the gift certificate.  
 
3.1  Who can take part in this study? 
Any participant who is randomly selected from a telephone list may take part in this study. 
 
3.2  How many people (subjects) are expected to take part in this study? 
Approximately 300 people will participate in this study. 
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IRBMED
For studies that use the same informed consent document for both adult and pediatric subjects, the following text may be substituted for the first paragraph: 

You, or your child, may be eligible to take part in a research study.  This form gives you important information about the study.  It describes the purpose of the study, and the risks and possible benefits of participating in the study. Parents or legal guardians who are giving permission for a child, please note:  in the sections that follow the word ‘you’ refers to ‘your child.’

While this alternate text has been endorsed by the IRBMED, it may not be appropriate for all studies. As appropriate, on an individual basis, the IRBMED may require a different approach. Investigators may also propose a different approach, subject to IRBMED approval.


IRBMED
The study title must match on all documents (application, protocol, consent document, etc.).  If applicable, add a local identifier code after the title (e.g., GCRC #### or UMCC ####).  NOTE: The footer of the informed consent document template includes spaces for the investigator to designate the subtitle and version of each consent document used in the study.  The "Consent Subtitle" uniquely identifies a consent document when a study uses multiple consents (e.g., Main, Genetic, Screening, Treatment Group, etc.).  Lengthy subtitles may need to be abbreviated to fit into the footer space.  When a study uses only a single consent document, this item in the footer may be deleted.  The "Consent Version" MUST be completed, and is utilized as a document tracking system.  The version designation can take the form of a date or alphanumeric code, and is created and used by the investigator to distinguish this consent document version from previous versions and/or future revisions of the document (e.g., 06/01/2003, 1.1, 1.2, 1a, 1b, etc.).  Each consent document revision, whether administrative or substantive, should trigger a change to this code.

IRBMED
Provide the name(s) of the sponsor(s) of the study.  If the study is not sponsored, state or otherwise explain that there is no sponsor.

IRBMED
List the names and degrees of the PI and Co-Is and their respective affiliations (i.e., department and institution).  For example, "Ima Researcher, M.D., Ph.D., Department of Internal Medicine, University of Michigan."

IRBMED
Briefly \(one paragraph\) explain in lay-terms the scientific reason for doing this study.  Do not describe the details of the protocol here – that will be done in Section 4 on "Study Procedures" \(below\).  For example: “Disease Z is known to be caused by increased levels of a particular protein, called Y, in the bloodstream.  Research in animals has shown that a new drug, called X, can lower the levels of the Y protein.  We do not know, however, whether Drug X is safe for use in humans, and if so whether it will lower levels of Y protein in people as well as it has in animals.  This research study is being done to learn what effect 3 months of treatment with Drug X will have on the levels of Protein Y in the bloodstream of patients with Disease Z."

IRBMED
If applicable, investigators should consider using this section to reassure subjects that their standard medical treatment does not depend on their participation in this study.

IRBMED
List important eligibility criteria in lay terms.  Also include a discussion of important exclusion criteria, if applicable.  For some studies, investigators may wish to remind potential subjects of the importance of providing complete and accurate information about their health condition/history in order to ensure that they are safe and appropriate candidates for participation.

IRBMED
Insert the total number of subjects you expect to enroll. If this is a multi-site study, include the total number over all sites as well as the number at UM.  For example: "300 subjects are expected to participate, 25 at the University of Michigan and 275 at other sites around the United States."  If the study includes different subject pools \(control group/affected group\), note that also. For example: 
"100 total subjects \(25 subjects with Alzheimer’s disease and 75 healthy subjects\)."
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4.  INFORMATION ABOUT STUDY PROCEDURES  
 
4.1  What will happen to me in this study?  
After receiving a phone call where a short phone interview will take place to determine your eligibility, a 
face-to-face interview will be scheduled to be conducted at your home.  The interview will have some 
basic questions about you (e.g., age, educational attainment, household income), your religious and 
moral beliefs, thoughts about current public policy (issues including gun control, taxes, Social Security 
and abortion), and your voting and other political behavior. 
 
4.2 How much of my time will be needed to take part in this study?  When will my 

participation in the study be over? 
 You will be asked to participate by telephone.  Once selected, you will participate in a 20 – 30 minutes 
face to face interview in your home. 
 

5.  INFORMATION ABOUT RISKS AND BENEFITS  
 
5.1  What risks will I face by taking part in the study?  What will the researchers do to 

protect me against these risks? 
You may feel uncomfortable answering questions that contain personal information.  You may elect not 
to answer those questions.  The research presents a slight risk of confidential information being 
revealed.  The Researchers have procedures in place to protect participant’s confidentiality.   Surveys 
will not include participant’ names; however in order to link data self-generated ID numbers will be 
included.  Data entry will be performed by personnel separate from the primary research team.  Once 
data is entered, self-generated ID numbers will be replaced with randomly assigned study identification 
numbers.  The file linking study identification numbers, and the surveys, will be secured in a locked 
drawer and will not be made available to others. Two years after completion of the study, surveys and 
the linkage file will be destroyed. 
 
5.2  If I take part in this study, can I also participate in other studies? 
You may still participate in this study, even if you are participating in other studies, and the risks to you 
will not change.  However, you should always inform all the researchers of all the studies you are 
participating in. 
 
5.3  How could I benefit if I take part in this study?  How could others benefit?   
You will not receive any direct personal benefit from being in this study.  Others may benefit from the 
knowledge gained from the research about relationships between individual beliefs and actions. 
 

6.  OTHER OPTIONS  
 
6.1  If I decide not to take part in this study, what other options do I have? 
It is your decision whether to participate in this study.  Your only alternative option is to NOT 
participate in this study. 
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IRBMED
Explain as needed, describing time in hours, number of visits, amount of time each visit will entail, etc.  Include expectations for long-term follow-up, if applicable.  For example: "Each subject will receive Drug X for 3 months, then have at least 3 follow-up visits to the researcher over the next 3 months. Each visit is expected to last about 1 hour.  Most subjects will complete their part in the study within about 6 months.  The entire study is expected to last about 3 years."

IRBMED
Explain the risks and discomforts in clear, simple, concise terms (consider using bulleted format).  Please note that "none" or "not applicable" are not considered appropriate for this section, since even studies involving minimal risks do have foreseeable risks, such as discomfort or inconvenience.
Note that federal regulations require that research consent documents list ALL reasonably foreseeable risks, stresses, and discomforts of ALL aspects of participation in a study, not just the most serious or common side effects of a research intervention or procedure (e.g., study drug or device).  Avoid statements like "The main risks are…" or "Side effects include…" as these statements would not comply with the federal requirement to list all foreseeable risks.  However, investigators are encouraged to stratify the risks by categories such as 
"The most common side effects (occurring in more than 10% of patients) are:…" 
"Less common side effects (1% - 10% of patients) are:…"  
"Rare side effects (less than 1% of patients) are:…"
Remember to include the risks of any research-related monitoring procedures such as biopsies, blood draws, or radiological tests, as well as the risks of allergic reactions and adverse drug-drug interactions, as applicable.  Include risks to a fetus if women of child-bearing potential may participate in the study.  It is not necessary to list risks associated with non-research procedures.  


IRBMED
Explain how risks are monitored and reduced.  For example, explain that the subject will receive a physical examination and blood test once a week after beginning treatment with the new drug or device.  Also explain what types of steps will be taken if adverse effects are detected (e.g., "the drug dose will be lowered or stopped altogether").

IRBMED
This should always be the first sentence.  If applicable, it can be followed with language that describes possible benefits to subjects or to society.  For example: “However, some subjects may [describe potential benefit to subjects]” and/or “Possible benefits of the research for society (or for future patients with this disease) include [describe potential benefit to society].”  Do not describe payments or other compensations to subjects here.  That information belongs in Section 8 on "Financial Information" (below).

IRBMED
Describe alternatives to participation (e.g., what is usually done to treat the condition or disease).  If appropriate, consider informing subjects of alternative studies, either specifically or by reference to a central source (e.g., www.clinicaltrials.gov). For non-therapeutic studies, in which there is no “alternative” or standard treatment, reiterate the voluntary nature of participation and state that the alternative is to not participate, in which case there will be no penalty.  A suitable last sentence for this section is:  "Ask the researchers or your doctors about other options you may have." ("…or your doctors…" should be deleted if it is not applicable for this study.)
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7.  ENDING THE STUDY 
 

7.1  If I want to stop participating in the study, what should I do? 
You are free to leave the study at any time.  Those who choose not to continue the interview may not be 
entitled to the gift certificate.  If you choose to tell the researchers why you are leaving the study, your 
reasons for leaving may be kept as part of the study record. If you decide to leave the study before it is 
finished, please notify one of the persons listed in Section 10 “Contact Information” (below). 
 
7.2  Could there be any harm to me if I decide to leave the study before it is finished?  
There is no harm if you leave the study before it is finished 
 
7.3  Could the researchers take me out of the study even if I want to continue to 
participate? 
Yes. There are reasons why the researchers may need to end your participation in the study.  Some 
examples are: 

 The researcher believes that it is not in your best interest to stay in the study. 
 You become ineligible to participate. 
 You do not follow instructions from the researchers. 
 The study is suspended or canceled. 

 
8.  FINANCIAL INFORMATION 

 
8.1 Who will pay for the costs of the study?  Will I or my health plan be billed for any 
costs of the study? 
The study will pay for research-related items or services that are provided only because you are in the 
study.  If you are not sure what these are, see Section 4.1 above or ask the researchers for a list.  If you 
get a bill you think is wrong, call the researchers’ number listed in section 10.1 
 
You or your health plan will pay for all the things you would have paid for even if you were not in the 
study, like: 
 

•  
•  
•  
•  
•  

Health care given during the study as part of your regular care 
Items or services needed to give you study drugs or devices 
Monitoring for side effects or other problems 
Treatment of complications 
Deductibles or co-pays for these items or services 

 
If you do not have a health plan, or if you think your heath plan may not cover these costs during the 
study, please talk to the researchers listed in Section 10 below or call your health plan’s medical 
reviewer. 
 
By signing this form you do not give up your right to seek payment if you are harmed as a result of 
being in this study. 
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IRBMED
If applicable, investigators should consider using this section to reassure subjects that their standard medical treatment does not depend on their continued participation in this study.  If the study involves special procedures for termination of treatment (e.g., orderly withdrawal from drug treatment) or potential dangers of terminating treatment (e.g., on implanted device studies), investigators should edit the boilerplate text under Question 7.1 as appropriate, and be sure to describe the termination risks and procedures under Question 7.2.  Please note that subjects always have the right to end their participation in research for any reason, so be careful not to imply that subjects should remain in the study against their will or should stop participating only for certain reasons.

IRBMED
Let the subject know about any termination procedures that might exist for this study (e.g., exit interviews, tests, etc.), and any dangers of terminating treatment abruptly or completely, particularly without consulting with the researchers or another doctor, etc.
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•  
•  
•  

8.2  Will I be paid or given anything for taking part in this study? 
You will receive a $25.00 grocery store Gift Certificate for your participation in this study. 
 
8.3  Who could profit or financially benefit from the study results? 

The company whose product is being studied. 
The researchers conducting the study. 
The University of Michigan 

 
9.  CONFIDENTIALITY OF SUBJECT RECORDS AND AUTHORIZATION TO RELEASE 

YOUR PROTECTED HEALTH INFORMATION  
 
The information below describes how your privacy and the confidentiality of your research records will 
be protected in this study. 
 
9.1  How will the researchers protect my privacy? 
Signing this form gives the researchers your permission to obtain, use, and share information about your 
survey for this study, and is required in order for you to take part in the study.  
 
Surveys will not include names; however in order to link data from different sources self-generated ID 
number (you name replaced with an assigned ID number) will be included.   
 
Data entry will be performed by personnel separate from the primary research team.  The files will be 
secured in a locked drawer and will not be seen by members of the research team or made available to 
others. Two years after completion of the study, surveys and files that could link you to your 
information will be destroyed. 
 
9.2  What information about me could be seen by the researchers or by other people?  

Why?  Who might see it? 
There are many reasons why information about you may be used or seen by the researchers or others 
during this study.  Examples include: 

•  The researchers may need the information to make sure you can take part in the study.   
•  University and government officials may need the information to make sure that the study is 

done properly.   
•  Organizations that are funding the study may need the information to make sure that the 

study is done properly. 
•  The researchers may need to use the information to create a databank of information. 
•  If you receive any payments for taking part in this study, the University of Michigan 

accounting department may need your name, address, social security number, payment 
amount, and related information for tax reporting purposes.   

 
The results of this study could be published in an article, but would not include any information that 
would let others know who you are.  
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IRBMED
Provide clear, concise information. For example: “No.  You will not be paid for taking part in this study.” or “You will receive $20 for completing the study questionnaire.”  Include the amounts and conditions of payment.  Investigators are advised that payments to subjects should be prorated, and the amount earned to date should be paid even when subjects withdraw from the study prematurely.  Incentive payments for completing the study, or disproportionately high levels of payments, might constitute enticement and should not be offered.  

IRBMED
If this study does not involve protected health information (PHI) (e.g., medical or billing records) and is not subject to the HIPAA privacy rule, investigators may choose to delete “…AND AUTHORIZATION TO RELEASE PROTECTED HEALTH INFORMATION" from this section heading.

IRBMED
Describe procedures that will be followed to keep subject information, specimens, and tissues secure and confidential.  For example: “Your research information will be stored in a locked cabinet and will not be made a part of your regular medical record.  However, if the researcher orders any tests, the order and results may become part of your regular medical record." Or: “Research records will be kept in a separate research file that does not include names, registration numbers, or other information that is likely to allow someone other than the researchers to link the information to you.”  This would be the place to mention a Certificate of Confidentiality, if applicable.  Please check the IRBMED website for additional information on Certificates of Confidentiality if your study involves use or disclosure of extremely sensitive information (e.g., illegal drug use).

IRBMED
This paragraph should apply to all studies and should not be deleted.

IRBMED
Delete or add examples as appropriate for this study.  For example, delete the bullet about safety monitoring if the study does not report to a DSMB or similar safety monitoring board.  Delete the bullet about billing if interventions or procedures will not be billed to subjects, their insurance companies, or others.  Delete the bullet about reporting subject payments if subjects do not receive payment for participation.  Delete the bullet about databanks and repositories if one is not involved in the study.  Do NOT delete the bullet about University and government officials.

IRBMED
Alternate language for use when identifying information will be used in publications or presentations: "The results of this study may be published or presented at a scientific meeting.  If your name or other information that might identify you will be used in the publications or presentations, the researchers will ask for your separate written permission."  Likewise, if video or audio recordings or photographs of the subject will be used:  "If your name and pictures will be used in any publications or presentations, the researchers will ask for your separate written permission."
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9.3  What happens to information about me after the study is over or if I cancel my 

permission? 
As a rule, the researchers will not continue to use or disclose information about you, but will keep it 
secure until it is destroyed.  Sometimes, it may be necessary for information about you to continue to be 
used or disclosed, even after you have canceled your permission or the study is over.  Examples of 
reasons for this include: 

•  To avoid losing study results that have already included your information  

•  To provide limited information for research, education, or other activities  (This information 
would not include your name, social security number, or anything else that could let others know 
who you are.)  

•  To help University and government officials make sure that the study was conducted properly 

 
9.4  When does my permission expire? 
Your permission expires at the end of the study, unless you cancel it sooner.  You may cancel your 
permission at any time by writing to the researchers listed in Section 10 “Contact Information” below. 
 

10.  CONTACT INFORMATION 
 
10.1  Who can I contact about this study? 
Please contact the researchers listed below to: 
•  Obtain more information about the study 
•  Ask a question about the study procedures or treatments 
•  Report an illness, injury, or other problem (you may also need to tell your regular doctors) 
•  Leave the study before it is finished 
•  Express a concern about the study 

Principal Investigator:  Margaret Bell, PhD 
Mailing Address:  177 Medical Way, Ann Arbor  48104 
Telephone: (734) 555-4233 
 
Study Coordinator:  Mary Jones, MPH 
Mailing Address: 177 Medical Way, Ann Arbor  48104 
Telephone:  (734) 555-4121 

You may also express a concern about a study by contacting the Institutional Review Board listed 
below, or by calling the University of Michigan Compliance Help Line at 1-888-296-2481. 
 University of Michigan Medical School Institutional Review Board (IRBMED) 

Argus I 
517 W. William 
Ann Arbor, MI 48103-4943 
Telephone: 734-763-4768 
Fax: 734-615-1622 
e-mail: irbmed@umich.edu  

 
If you are concerned about a possible violation of your privacy, contact the University of Michigan 
Health System Privacy Officer at 1-888-296-2481. 
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IRBMED
Alternate language for non-PHI/HIPAA-regulated studies: "…leave the study before it is finished…"

IRBMED
Alternate language for non-PHI/HIPAA-regulated studies: "…left the study…"

IRBMED
Insert PI and study coordinator names, addresses, and phone numbers.  Duplicate and/or edit the contact information headings as necessary to include all appropriate contact personnel.

mailto:irbmed@umich.edu


IRBMED No.: ####-#### Consent Approved by IRBMED On: MM/DD/YYYY IRBMED Project Approval Expires On: MM/DD/YYYY 
 

 
 

IRBMED Consent Template Version: 1-17-05 
DO NOT CHANGE THIS BOX--IRBMED USE ONLY 

13

When you call or write about a concern, please provide as much information as possible, including the 
name of the researcher, the IRBMED number (at the top of this form), and details about the problem.  
This will help University officials to look into your concern.  When reporting a concern, you do not have 
to give your name unless you want to. 
 

11.  RECORD OF INFORMATION PROVIDED 
 
11.1  What documents will be given to me? 
Your signature in the next section means that you have received copies of all of the following 
documents: 

 This "Consent to be Part of a Research Study" document.  (Note: In addition to the copy you ٱ
receive, copies of this document will be stored in a separate confidential research file and may 
be entered into your regular University of Michigan medical record.) 

12.  SIGNATURES 
 

Research Subject: 
I understand the information printed on this form.  I have discussed this study, its risks and potential 

benefits, and my other choices with ____________________.  My questions so far have 
been answered.  I understand that if I have more questions or concerns about the study or my participation 
as a research subject, I may contact one of the people listed in Section 10 (above).  I understand that I will 
receive a copy of this form at the time I sign it and later upon request.  I understand that if my ability to 
consent for myself changes, either I or my legal representative may be asked to re-consent prior to my 
continued participation in this study. 
 
Signature of Subject:     Date:   
 
Name (Print legal name):                        
 
Patient ID:  Date of Birth:   
 
Principal Investigator (or Designee): 
I have given this research subject (or his/her legally authorized representative, if applicable) information about 
this study that I believe is accurate and complete.  The subject has indicated that he or she understands the nature 
of the study and the risks and benefits of participating. 
 
Name:   Title:   
 
Signature:   Date of Signature:   
 

     

IRBMED
A copy of the signed consent form should be placed in the UM medical record of subjects, particularly when the research intervention may affect other treatment or care.  However, doing so may not be appropriate in all cases (for example if identification of the subject as a study participant might put the subject at risk of criminal prosecution or harm to reputation).  If that is the case, replace "…and may…" with "…but will not…" If more appropriate for this study, the portion of the sentence after "…separate research file…" may be deleted altogether.

IRBMED
This signature block may also be used to document the assent of minors or others unable to fully give their own consent.  If used for assent, the following signature block should be used to document the consent of the person serving as the legal representative of the assenting subject.

IRBMED
The person(s) responsible for consenting the subject and answering questions should fill in their name(s).

IRBMED
This is where the subject signs to consent or assent (in the case of minors or others unable to fully consent for themselves) to participate in the study.  For assenting subjects, investigators may choose to insert the word "Assenting" before the word "Subject" in the signature line label for clarity (although this is not required).  Investigators are reminded that the consent of the Legally Authorized Representative (see the next signature block) is always required for assenting subjects.

IRBMED
Delete the labels and spaces for Patient ID (hospital registration number, etc. – NOT social security number) and Date of Birth if not applicable for this study.

IRBMED
The purpose of this section is not to witness the subject’s signature, but rather to ensure that the subject was given sufficient information to be able to freely consent to participate in the trial.  This section should be filled out and signed by the person who conducted the informed consent interview with the research subject.  In most cases, this should be the PI, Co-Investigator, Study Coordinator, or other qualified and knowledgeable member of the research team.  The name(s) of the person(s) signing in this signature block should match the name(s) indicated in the introduction to the subject's signature block at the beginning of the signature section.

IRBMED
Indicate the title or role of the person(s) responsible for consenting the subject and answering questions.  Examples include: Principal Investigator, Co-Investigator, Study Coordinator, Research Nurse, or other functional titles.
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