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[Medical] Research Informed Consent

Title of Study: [insert the full name of the study]
Principal Investigator (PI):

[Name]






[Address]






[Phone]

Funding Source:


[Name]
[Delete funding source section if there is no funding]
When we say “you” in this consent form, we mean you or your child; “we” means the doctors and other staff.

[Delete if minors are not involved in the research. If minors are involved in the research, revise initial line in the footer from “Participant Initials” to “Parent/Participant Initials”.]
Key Information about This Study: [This section is not required for consent forms that are 3 pages in length or shorter. If this form is 3 pages or less, delete this heading and instructions.]
Use this key information section to provide a concise summary of the research with enough detail that a reasonable person can clearly see what participant(s) will be asked to do, risks and benefits, and why they may or may not want to participate. See Key Information guidance for more information.
 [5 key factors that are suggested to be key information: These 5 factors are simply a summary of the parts of the consent that are most important to a prospective participant provided at the beginning of the consent. They must be addressed in further detail according to the consent template.  
1. You are being asked to participate in a research study. Your participation is voluntary.
2. [Provide brief summary of the research including purpose, duration, and a list of procedures]
3. [State reasonably foreseeable risks or discomforts]
4. [State reasonable expected benefits]
5. [Describe any alternative procedures or course of treatment (if any)]
What is this study about & why is it being done?
You are being asked to be in a research study of [insert a general statement about the study] because you [explain succinctly and simply why the prospective participant is eligible to participate]. This study is being conducted at Wayne State University [and/or list all other locations where the PI will be conducting this study]. The estimated number of study participants to be enrolled at Wayne State University [and/or the proposed site(s)] is about [insert number] as well as about [insert number] throughout [insert location where study will be conducted, e.g., U.S., Europe, Canada, etc.].  
The purpose of this form is to provide you information to help you decide whether or not you want to participate in this research study. Your participation is entirely voluntary, and you can refuse to participate or withdraw at any time without penalty.
Please read this form and ask any questions you may have before agreeing to be in the study.

From this study, researchers hope to learn [provide a brief paragraph or two that describes the purpose of the research study in lay language (6th-8th grade reading level). If a drug/device is involved, state whether or not it is experimental and who will be providing the drug/device.] 

How long will I be in the study?

This research study is expected to take approximately {X days, weeks, months, or years}. Your individual participation in the project will take {X days, weeks, months, or years}. 

What will happen to me in this study?
Study Procedures
If you agree to take part in this research study, you will be asked to [explain in simple, nonscientific terms what the participants will be asked to do as part of the research study. Procedures should be explained in chronological order whenever possible. Medical terminology should be simplified or explained. All abbreviations and acronyms should be defined. See the NIH Plain Language Guidance.]
[NOTE: All procedures listed in the protocol should be included in this Study Procedures section. DO NOT CUT AND PASTE TECHNICAL LANGUAGE FROM THE RESEARCH PROTOCOL INTO THE CONSENT FORM.]

The following information, as applicable, should also be addressed in paragraph form:

1. Describe exactly what tasks the participant will have to do to take part in the research protocol—take medications, return for clinic visits, fill out a diary, refrain from certain activities, etc. [If several visits are identical, procedures/tasks can be collapsed under a general category.]
2. Clearly state how long each study visit will last, the frequency of visits, and the total duration of active treatment and follow-up. Give an estimate of how much time is required at each session for required activities such as completion of questionnaires, procedures, interviews, etc.
a. For projects involving the collection of sensitive information or questions that might be upsetting, include examples of the types of questions asked or describe the sensitive topics involved.
3. Discuss randomization, placebos, and blinding as appropriate. Use any of the following statements below that apply:
a. Participants in the study will be assigned by random, that is, by a method of chance, to one of the groups. You will have an equal chance of being in either group of the study (e.g., active drug vs. placebo, one drug vs. another drug, or investigational vs. control).  
b. This study is blinded. This means that neither you nor your physician/researcher will know what group you are in (investigational vs. placebo/control group).
c. This is a placebo-controlled study. A placebo is a drug with no active ingredient that will cause no effect. There will be 2 (or more) groups of patients. One or more groups will receive the experimental drug; the other groups will receive a placebo. A placebo is an inactive substance which will have no direct effect on your illness.

4. Describe what tests will be performed over time. Clearly differentiate activities that will be done solely for the research from standard of care activities.
a. State whether clinically relevant research results, including individual research results, will be disclosed to participants, and if so, under what conditions.

b. Explain the need for any radiation exposure that is specific to the research protocol (i.e., X-rays or scans that would not be done except for participation in this protocol).

c. Identify all aspects of the research that are experimental (i.e., treatment or interventions that are not approved by applicable regulatory agencies).

How could I benefit if I take part in this study? How could others benefit? 

Select statement 1 or 2 and delete the one that does not apply].
Statement 1: As a participant in this research study, there [select the appropriate verbiage, may/will] be no direct benefit for you; however, information from this study may benefit other people [if applicable, state—with similar health issues] now or in the future.

Statement 2: The possible benefits to you for taking part in this research study are [describe any direct benefit to the participant; e.g., information about health status, improvement in their medical condition, or any other personal gain other than financial]. 
[If there is also an indirect benefit to the participant, add: Additionally, information from this study may benefit other people with similar health issues now or in the future.
What are the risks and discomforts of being in the study?

[Select only the applicable statements that follow. See additional risk language in the Consent Appendix: Additional Consent Template Language at the end of this document and insert all risk language that applies to the study in this section.]
Note: It is not necessary to list risks associated with non-research procedures. Explain the research 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, or risk to confidentiality.

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 following: 

· "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 reproductive risks and/or risks to a fetus if women of child-bearing potential take part in the study.
By taking part in this study, you may experience the following risks:
[Risks for Drug & Device studies: Risks identified here must be consistent with the risks identified in the product’s investigator brochure (IB), or package insert], and should be stated in lay language. 
· Physical risks (e.g., nausea, vomiting, muscle aches, rashes, discomforts, etc.)
· If death is a foreseeable outcome from the risks of any study intervention, this should be stated by including a statement such as: “Some risks described in this consent document, if severe, may cause death.” 

· Emotional risks (e.g., feelings of sadness or anxiety)

· Social/Economic risks (e.g., possible loss of confidentiality, embarrassment, loss of respect of others, labeling a participant in a way that will have negative consequences, possible effect to employment status) (Note: Loss of confidentiality applies to any study that involves individually identifiable data)
· Legal risks (e.g., research methods are such that the participant or others will be liable for a violation of the law, either by revealing that the participant or others have engaged or will engage in conduct for which the participant or others may be criminally or civilly liable, or by requiring activities for which the participant or others may be criminally or civilly liable.)
Additional risks to be added as applicable: 

Insert applicable risk template language from the Consent Appendix: Additional Consent Template Language located at the end of this document.
[List all standard of care medications and/or devices explicitly required by the protocol and their inherent side effects. To reduce the complexity of the consent document, the FDA and the IRB recommend that multiple medications and side effects be described in a Standard of Care Treatment Risks appendix at the end of the consent document with a reference to those additional risks here.] If applicable, the following statement may be included: As a part of the study, you will be taking (insert medication) that is part of the normal treatment for your disease or medical condition. Please refer to the appendix for all known side effects.

The researchers will try to minimize these risks by [describe what you will do to protect participants against risks.] For example, psychological risks could be mitigated by providing participants with counseling resources.

Additionally, there may be a risk of loss to confidentiality or privacy. See the “Will my information be confidential?” section of this document for more information on how the study team will protect your confidentiality and privacy.

For projects that involve surveys/interviews/focus groups, include the statement: You do not have to answer any questions you do not want to answer.
When there is the potential for investigators to learn of information about the participant that must be reported to authorities add the following language: 
The following information must be released/reported to the appropriate authorities if at any time during the study there is concern that: include applicable bullet(s)
· child abuse or elder abuse has possibly occurred, 

· you have a reportable disease that could be spread to other people (i.e., certain sexually transmitted diseases or HIV)

· you disclose illegal criminal activities, illegal substance abuse, or violence
There may also be risks involved from taking part in this study that are not known to researchers at this time.

If I don’t want to be in this study, are there other options? 
[If the only alternative is not to participate, delete this section. If there are alternative treatment options, please select one of the following statements that applies to the study]
[Note: investigational drugs/products/devices being tested in a study are not treatment/therapy, they are research. This section should include information about alternatives to the research if any, including FDA-approved treatments (if applicable) for the condition under study. If the study involves treatment and/or intervention, clearly spell out alternative procedures or course of treatment, if any, that may be appropriate for the participant if they choose not to participate in the study]
Statement 1: If alternative treatment options are specified state: Instead of participating, you can [describe alternative(s)] 
Statement 2: If alternative treatment options are not specified state: There may be other ways of treating your condition if you do not want to be in this research study. Check with your health care provider to discuss other options.

Will there be any cost to me? [Please select one of the following statements that applies to the study]
Statement 1: You or your insurance company will be charged for the following items [insert items]

The study sponsor will pay for all costs and charges from your participation in this research study.

Participation in this study will be of no cost to you.

Statement 2: The cost to you and/or your insurance company for participating in this study cannot be determined at the present time.

Statement 3: Participation in this study could result in increased costs to you and/or your insurance company for additional monitoring and tests.
Will I be compensated for participating in the study?
 [Please select one of the following statements that applies to the study.]
Statement 1: You will not be paid for taking part in this study.

Statement 2: For taking part in this research study, you will be paid for your time and inconvenience [enter form of payment, amount of payment, and payment schedule. All payments to participants should be prorated for partial participation. See IRB Policy 7-7 Compensation of Research Participants for compensation guidelines. ]
[Additional IRS, Federal & State Regulations to consider:
· The IRS requires that compensation greater than or equal to $600 be reported.
· If the participant is not a U.S. citizen and/or not a U.S. taxpayer 30% of the compensation will be withheld by WSU before the check is disbursed. You must inform the participant of this regulation in the consent form.
· Lotteries, drawings, or raffles may require a state gaming license by law. See IRB Policy 6-5 State and Local Statutes ]
Will my data [and/or specimens] be used for future research?
[Please select one of the following statements. These statements define the ways research data may (or may not) be used for future research. Federal regulations require that one of the following statements be included in the consent form.]
Statement 1: This statement allows for sharing and future research use of data/specimens collected for this research project. 

In accordance with scientific norms, the data from this study may be used or shared with other researchers for future research (after removing all personally identifying information [remove if not applicable])
Statement 2: This statement prohibits any future research use of data collected under this protocol, even by investigators named on this protocol. Including this statement indicates that the data collected for this research will never be used again for any other purpose. Note: If the research is funded by NIH, this statement cannot be used]
Your private information collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.

What if I am injured?
If the risks to the study are no more than minimal (i.e., protocol may be expedited or exempted), this disclaimer, including the header, may be removed if IRB chair or designee concurs with its elimination.]
Please note the language in this section must match the Clinical Trial Agreement (CTA)/Contract. The Sponsored Programs Administration will assist the PI with the language.
In the event that this research related activity results in an injury, treatment will be made available including first aid, emergency treatment, and follow-up care as needed. Cost for such care will be billed in the ordinary manner to you or your insurance company. No reimbursement, compensation, or free medical care is offered by Wayne State University [or (insert, as applicable, the name(s) of the Detroit Medical Center, Karmanos Cancer Institute, Wayne Health, sponsor, and any other facility involved with this study]. If you think that you have suffered a research related injury, contact the PI right away at [insert phone number].
Will my information be confidential? 
All information collected about you during the course of this study will be kept confidential to the extent permitted by law. You will be identified in the research records by a code name or number. Information that identifies you personally will not be given out without your written permission. However, the study sponsor, the Institutional Review Board (IRB) at Wayne State University, or federal agencies with appropriate regulatory oversight [e.g., Food and Drug Administration (FDA), Office for Human Research Protections (OHRP), Office of Civil Rights (OCR), etc.) may review your records.
When the results of this research are published or discussed in conferences, no information will be included that would reveal your identity.  
 (For clinical trials listed on ClinicalTrials.gov, you must include the following statement:)
A description of this clinical trial will be available on http://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.
Do I have to take part in the study?
Explain that the participant's involvement is voluntary, the participant may refuse to participate before the study begins, discontinue at any time, or skip any questions/procedures that may make them feel uncomfortable, without penalty and with no effect on the compensation earned before withdrawing, or their academic standing, record, or relationship with the university or other organization or service that may be involved with the research.
· Taking part in this study is voluntary. You have the right to say no. 
· Your decision will not change any present or future relationship with Wayne State University or its partners or any services you are entitled to receive. 
· You may change your mind at any time and withdraw from the study without any consequences or loss of benefits you are otherwise entitled to. 
· You will be told of any important findings that develop during the course of the study that may change your willingness to continue to participate in the research.
If appropriate add:

· You are free to only answer questions that you want to answer. 

· Choosing not to participate or withdrawing from this study will not make any difference in the quality of any treatment you may receive (required for clinical treatment studies). 

[Explain if there are consequences of a participant’s decision of early withdrawal from the research and state whether withdrawal must be gradual for reasons of safety, etc.]

The researchers may stop your participation in this study without your consent. If you have any side effects that are very serious or if you become ill during the course of the research study you may have to drop out, even if you would like to continue. The researchers will make the decision and let you know if it is not possible for you to continue. The decision that is made is to protect your health and safety, or because it is part of the research plan that people who develop certain conditions or do not follow the instructions from the study doctor may not continue to participate.
Who do I contact if I have questions?
If you have any questions about this study now or in the future, you may contact [insert name of PI] or a member of the research team at the following phone number and email address: [insert telephone number & email address]. 
This research has been reviewed and approved by an Institutional Review Board (IRB). If you would like to speak with someone other than a member of the research staff, or wish to share feedback privately with the IRB about your research experience, call the Research Participants’ Advocate at (313)577-1628 or email irbquestions@wayne.edu. You are encouraged to contact the IRB if:

●       Your questions, concerns, or complaints are not being answered by the research team.

●       You cannot reach the research team.

●       You want to talk to someone besides the research team.

●       You have questions about your rights as a research participant.

●       You want to get information or provide input about this research.
Consent to Participate in a Research Study
Signatures are a required element of informed consent. The consent document must be signed by the participant/legally authorized representative (LAR) and a member of the study team. Investigators may choose to delegate the task of obtaining informed consent to another individual listed on the study approved by the IRB to obtain consent. However, the principal investigator always remains ultimately responsible.
Documentation of Informed Consent Steps:

· Step 1: Consent to Participate in a Research Study: Required for all studies using this consent template.

· Step 1.2: Witness Statement: Required for participants who are unable to read the consent form themselves (i.e., non-English speaking participants, or participants who are illiterate or visually impaired)

· Step 1.3: Translator: Required when consent is obtained from a non-English speaking participant using a short form (Remove from consent form if you have indicated in your application that non-English speaking participants will not be included in your participant population) 
· Step 2: HIPAA Authorization: Required for research that involves the use of Protected Health Information (PHI) subject to HIPAA regulations.   

Step 1: Documentation of Informed Consent: (Required for all studies using this template)
To voluntarily agree to take part in this study, you must sign on the line below. If you choose to take part in this study, you may withdraw at any time. You are not giving up any of your legal rights by signing this form. 
I have read this consent form, or had it read to me. I have discussed it with the study staff, and my questions have been answered. I have been told that I will be given a copy of this form. I agree to take part in the study.
______________________________________________________________                                     _____________

Signature of participant / Legally Authorized Representative*                                                Date

_______________________________________________________________                                                  

Printed name of participant / Legally Authorized Representative*









_______________________________________________________________                              _____________

Signature of person conducting the informed consent discussion
 

 Date

_______________________________________________________________                                                           

Printed name of person conducting the informed consent discussion
*A Legally Authorized Representative is also a properly designated patient advocate, who has been given the authority to approve the participant’s consent.
Remove Legally Authorized Representative (LAR) Reference if you don’t intend to consent participants  that have or may have a LAR.
	IRB Administration use Only
DO NOT DELETE




Continue to HIPAA Authorization on next page [remove this line if not applicable]
 Delete HIPAA Authorization portion of the consent form if it not applicable. 

[DELETE the following pages if not applicable]

[If any research activities involve accessing a medical record, electronic or hard copy, in- or out-patient, retrospective or prospective, or involve databases or tissue banks outside of normal health care activities, please refer to the IRB Policy/Procedure, “10-1 HIPAA in Research” available on the IRB Policies and Procedures website. If a HIPAA Authorization is required for this study, add the following language to this consent document and have the participant or legally authorized representative sign the last page.]
Step 2: HIPAA Authorization
A federal regulation, known as the “Health Insurance Portability and Accountability Act (HIPAA)” gives you certain rights concerning the use and disclosure (sharing with others) of your Protected Health Information (PHI). This regulation provides safeguards for the privacy and security of your information. Your permission (authorization) is required for the use and sharing of any PHI collected as part of this research study. If you are not willing to sign this authorization to use and/or disclose your PHI by the research team, you will not be eligible to take part in this research study.
The principal investigator (PI) and the research team will use your medical records and information created or collected as part of this research study. Your PHI is important for the PI and the research team in order to collect information about you during the study, to be able to contact you if needed, and to provide treatments to you during the study, if required. The PI may send out your study related health information to the sponsor or other groups involved in this study. 
Your medical records, which may contain information that directly identifies you, may be reviewed by representatives from groups identified below. The purpose of these reviews is to assure the study is being conducted properly, that data is being obtained correctly or for other uses authorized by law. These reviews occur at the study site or in the PI’s research office and can take place anytime during the study or after the study has ended.
The PHI that will be “USED” for this research includes the following: [Delete elements of PHI that will NOT be used for this research]: 
· name, 
· address (all geographic subdivisions smaller than state including street address, city, county, precinct, state, and zip code), 
· e-mail address, 
· elements of dates, 
· telephone numbers, fax numbers
· social security number, 
· medical record number, 
· health insurance number, 
· account numbers, 
· certificate/license numbers, 
· vehicle and serial numbers, 
· web URLs, internet protocol (IP) addresses, 
· biometric identifiers (voice and fingerprints), 
· full face photographs, 
· any unique identifying numbers or characteristics or code.

The PHI that will be “DISCLOSED” or shared with others for this research includes the following: [Delete elements of PHI that will NOT be disclosed/or shared with others for this research]: 
· name (or initials), 
· address (all geographic subdivisions smaller than state including street address, city, county, precinct, state and zip code),
·  e-mail address, 
· elements of dates, 
· telephone numbers, fax numbers
· social security number, 
· medical record number, 
· health insurance number, 
· account numbers, 
· certificate/license numbers, 
· vehicle and serial numbers, 
· web URLs, internet protocol (IP) addresses, 
· biometric identifiers (voice and fingerprints), 
· full face photographs, 
· any unique identifying numbers or characteristics or code.

Your study information may be used or shared/disclosed with the following people or groups: [Delete bullet points that do not apply and/or add others who will have access to the PHI]: 

· The PI, co-investigators, and key personnel of WSU associated with the research project. [Do not delete this bullet]
· WSU’s Institutional Review Boards (IRBs). [Do not delete this bullet]
· Authorized members of WSU’s workforce who may need to access your information in the performance of their duties. [For example, to provide treatment and services, ensure integrity of the research, or for accounting and/or billing matters.]
·  Other collaborating academic research institutions, which include: [list all academic centers that have key personnel participating in this research project].
· The study Sponsor or representative, including companies it hires to provide study related services, which include: [list the sponsor, its representative(s), and affiliated companies-CRO’s, etc.].
· Federal agencies with appropriate regulatory oversight (e.g., FDA, OHRP, OCR, etc.) may review your records Do not delete this bullet.
Once your information has been released according to this Authorization, it could be released again and may no longer be protected by the HIPAA regulations. 
This Authorization does not expire [Or as appropriate, insert expiration date or event such as “the end of the research study”]. The research team may need to correct it or provide missing information about you even after the study has ended, and your medical records may be needed to assist in this process.
[Please select ONLY ONE of the, following statements]:
· Statement 1: During your participation in this study, you will have access to your medical record and any study information that is part of that record. The PI is not required to release research information that is not part of your medical record.
· Statement 2: During your participation in this research project, you will not be able to access that part of your medical record involved in the research. This will be done to prevent the knowledge of the research results from affecting the results of the project. Your information will be available to the treating physician to allow them to provide medical treatment in case of an emergency. You will have access to your medical record when the study is ended or earlier, if possible. The PI is not required to release research information that is not part of your medical record.
You may take back your permission for the use and sharing/disclosure of your PHI for this research at anytime, by writing to the PI at the address on the first page of this form. Even if you take back your permission, the PI for the research project may still use your PHI that was collected prior to your written request if that information is necessary to the study. If you take back your permission for use of your PHI, you will also be removed from the research project. This will not affect the health care that will be provided by the Detroit Medical Center and/or the WSU School of Medicine Practice Plans.
Authorization to use and disclose PHI 
· By signing this document, you are authorizing the PI to use and share/disclose PHI collected about you for the research purposes as described above.

____________________________________________________________                ______________

Signature of participant


                                                                      
Date

____________________________________________________________


Printed name of participant






· For participants unable to give Authorization, the following individual is acting on behalf of the research participant (e.g., children, mentally impaired, etc.). 
________________________________________________                             __________________

Signature of authorized representative



                               Date

________________________________________________
                   ________________________

Printed name of authorized representative



     Relationship to the participant


________________________________________________ 
                ___________________

Signature of person obtaining Authorization


                                             Date

________________________________________________

Printed name of person obtaining Authorization




Consent Appendix: Additional Consent Template Language/Instructions
Instructions for Use: 

· Copy the language from the boxes below that applies to your study and paste it into the appropriate sections of the main consent form. 
· DO NOT copy the Consent Appendix Headings. 
· DELETE THIS APPENDIX AFTER USE OR IF NOT APPLICABLE.
	1. 


	NIH Certificate of Confidentiality:

[When a study has an NIH Certificate of Confidentiality (COC), copy this template language and paste into the “Will my information be confidential?” section.]
More detailed information about Certificates may be found at the NIH CoC webpage: https://humansubjects.nih.gov/coc/index
This research is covered by a Certificate of Confidentiality from the National Institutes of Health. This means that we cannot release or use information, documents, or samples that may identify you in any action or suit unless you say it is okay. We also cannot provide your information as evidence unless you have agreed. This protection includes federal, state, or local civil, criminal, administrative, legislative, or other proceedings. An example would be a court subpoena.
 
There are some important things that you need to know. The Certificate DOES NOT stop reporting that federal, state, or local laws require. Some examples are laws that require reporting of child or elder abuse, some communicable diseases, and threats to harm yourself or others. The Certificate CANNOT BE USED to stop a sponsoring United States federal or state government agency from checking records or evaluating programs. The Certificate DOES NOT stop disclosures required by the federal Food and Drug Administration (FDA). The Certificate also DOES NOT prevent your information from being used for other research if allowed by federal regulations.
 
Researchers may release information about you when you say it is okay. For example, you may give researchers permission to release information to insurers, medical providers, or any other persons not connected with the research. The Certificate of Confidentiality does not stop you from willingly releasing information about your involvement in this research. It also does not prevent you from having access to your own information.

	2. 
	Photographs of Disease Sites:

[If applicable, copy this template language and paste into the Will my information be confidential” section of the primary consent form.] 
Photographs will be taken of visible disease sites to monitor the progression of the disease, rash, or lesion. Every attempt will be made to avoid a full-face photograph. If this is not possible, the photograph will the ‘de-identify’ as much as possible, including a black box over the eyes. There is a risk that a photograph may not protect your identity.

	3. 
	Photographs, Audio, and/or Video Recording: 
[If applicable, copy this template language and paste into the “Will my information be confidential?” section of the primary consent form.]  

Note: Plans to audio/video record and/or take photographs for your research must be justified in the IRB submission. 

[Photographs, audio, and/or video] recordings will be made of the [interview and/or focus group]. Only the researchers will have access to these recordings. The researchers [or someone hired by the researchers] will listen to the recording and write down what people said during the [interview and/or focus group]. The written copy is called a transcription. The transcription will be saved but the recording will be destroyed. Information that could identify you will not be included in the transcription.
When Audio or Video Recording is Optional:
Provide a separate signature line on the consent form for the participant to be audio/video recorded, if the recording is optional for participation. For example:
Please sign below if you are willing to have this interview recorded (specify audio or video). You may still participate in this study if you are not willing to have the interview recorded.
· I do not want to have this interview recorded.
· I am willing to have this interview recorded:
Signed: 







Date:









	4. 
	Blood Draw Risks:

[If applicable, copy this template language and paste into the “What are the risks and discomforts of being in this study?” section of the main consent form.] 

The side effects that you might experience as a consequence of donating a blood sample for this study include possible discomfort and bruising at the needle entry site. Rare complications of any venipuncture (drawing blood from a vein) include fainting, poke through lining of an artery, damage to the nerves that extend from the brain and spinal cord to the rest of the body, local infection, and local blood clot. There may be other unanticipated risks, but every precaution will be taken to assure your personal safety and to minimize discomfort. The person drawing your blood will observe you for side effects, but please inform him or her if you experience any discomfort or feel faint.

	5. 
	Pregnancy Risks: 
[If applicable, copy this template language and paste into the “What are the risks and discomforts of being in this study?” section of the main consent form.] 

[Add paragraph when pregnancy risks are unknown]
Participation in this study involves unknown risks to women who are or may become pregnant, to unborn babies, and to nursing infants. Therefore, to minimize the risks and to take part in this study, medically acceptable forms of birth control are required by 

a) women during the study for at least 1 month after the study drug has been stopped and 

b) men during the study and for at least 3 months after the study drug has been stopped.  

a. Men must wait longer to account for the time needed for sperm to fully mature compared to eggs in women. 

[Note to PI: If the amount of time exceeds 1 month for women and 3 months for men, then insert the greater specific length of time to continue to use medically acceptable birth control. The time should not be decreased from the template amount] 
Medically acceptable birth control may include the following methods: barrier protection—such as condoms used with contraceptive jelly, intrauterine devices (IUDs), and abstinence (not having sex). Oral contraceptives may be used, but should not be the only means of protection. The use of medically acceptable birth control may not be necessary if the female partner has had permanent hysterectomy (sterilization) with some form of tubal occlusion, or if the male partner has had a vasectomy (so long as the female partner does not get a new partner). No birth control method completely eliminates the risk of pregnancy.
[Add when applicable] In order to participate in this study, you must use at least two forms of medically acceptable birth control. In addition to the pregnancy testing done prior to the start of the study, additional testing will be done at the following times [insert times here].
[Add when applicable] You should inform the study doctor (PI) immediately if you or your partner intends to get pregnant, or if you or your partner become pregnant while participating in this research study, so that your choices and options can be explored and discussed.

	6. 
	MRI Procedures & Risks (+/- contrast):
Select all template language options below that apply to the MRI Procedures and Risks involved in this study and insert them into the section of the primary consent document indicated.

	6.a
	[If applicable, copy this template language and paste into the “What will happen to me if I participate in this study?” section of the main consent form.] 
MRI (magnetic resonance imaging) is a way for us to see inside your body. MRI uses a powerful magnet, radio waves, and a computer to produce detailed pictures of organs, bones, and other internal body structures. For the MRI, you will lie on a table inside a scanner tube for about [state how long], while the scanner moves the reading unit over the areas of your body to be scanned. [If applicable state: The MRI used for research is not for diagnosis or treatment and will not look for abnormalities.] 

If a contrast agent will be used: A liquid containing a contrast “dye” will be injected into your vein. This increases the ability of the MRI scan to show certain tissues in the brain or elsewhere in the body. 

	6.b
	Include in “Do I have to take part in the study?” section:
You may stop at any time, including during the MRI scan.

	6.c
	[Copy this template language and paste into the “What are the risks and discomforts of being in this study?” section of the main consent form as applicable.]
There is no exposure to x-rays or radioactivity during an MRI (magnetic resonance imaging) scan, and the risk of injury is very low. However, MRI is not safe for everyone. Serious injury or death can result if you go into the scanner with certain metal objects in or attached to your body. For example, it is not safe to have an MRI scan if you have a cardiac pacemaker, defibrillator, certain metal or implants in your body, or have metal in or near your eye. You will be screened for these risks before the MRI scan. If any such risks to you are identified during the MRI screening, you will not be allowed to complete the MRI scan.
The MRI scanner makes loud banging sounds that can cause hearing damage, but with earplugs properly worn, there is no known risk of permanent hearing damage. Rarely, your hearing may be less sensitive for several days after an MRI scan, but if this happens, your hearing should return to normal within a few days. Some individuals may feel hot or dizzy during the MRI scan. This varies from person to person. You may feel some discomfort because you are lying still for a long time, or because of the padding used to keep your head from moving. Some people feel anxious being in closed or narrow spaces. The scanner operator will be in constant contact with you, and if you choose, you can be taken out of the scanner quickly. Please alert staff to any concerns during the procedure.

	
	If a contrast agent will be used, insert the following statement (Revise as needed): 

Side effects, such as mild headache, nausea, or burning at the injection site can occur from the contrast “dye”. Some people are allergic to gadolinium, experiencing hives and itchy eyes, or very rarely, a bee-sting type of severe allergic reaction (anaphylactic shock). Use of contrast may be linked to a rare but sometimes fatal condition (nephrogenic systemic fibrosis or NSF: a chronic condition that causes connective tissue to form in the skin and connective tissues, resulting in scarring of tissue throughout the body) in people with severe chronic kidney disease or acute kidney problems. Therefore, before you are given this dye for MRI, your risk factors for kidney disease will be reviewed and a blood test will be done to check for kidney disease.

In addition, there may be some unknown or unanticipated risks or discomforts in addition to those specified above because some of the procedures are relatively new and are attempts to advance medical knowledge. Every known precaution will be taken to ensure your personal safety and to minimize discomfort.
If women of childbearing age will be enrolled, insert the following statement: 

The safety of an MRI during pregnancy is unknown. Pregnant women will not be allowed to participate in this study. Please add your initials next to the statement that applies to you:

_______ I am not pregnant.

_______ I am pregnant; therefore, I cannot take part in this study.

_______ I don’t know if I am pregnant, therefore I cannot take part in this study. 

	7. 
	Genomic Research: 

Select all template language options below that apply to genomic research and insert them into the section of the primary consent document indicated:

	7.a
	NIH Genomic Data Sharing Policy: 

[If applicable, copy this template language and paste into the “Will my information be confidential?” section of the primary consent form.]  

If the protocol is subject to the NIH genomic data sharing policy and will create genomic summary results (for example, you are doing genome or exome sequencing), one of following two paragraphs must be included: 
Note: These paragraphs do not need to be included for data types that do not create genomic summary results (for example, transcriptional or gene expression arrays).

If the genomic summary results have not been deemed “sensitive” (e.g., due to individual privacy or potential for group harm), include the following paragraph: 
Information about all the people (including you) in this study may be combined to create what is called summary information. The summary information may be placed in a database and shared in scientific publications. This information will help the researchers understand if some patterns are more common than others among everyone who was a part of this study. The summary information will be available to anyone without the need for any permission. The risk of anyone identifying you based on this information is very low.
If the genomic summary results have been deemed “sensitive”, (e.g., due to individual privacy or potential for group harm) include the following paragraph:
Information about all the people (including you) in this study may be combined to create what is called summary information. The summary information may be placed in a database and will be made available to researchers only if they are granted permission. However, the summary information may still be shared in scientific publications without permissions. This information will help the researchers understand if some patterns are more common than others among everyone who was a part of this study. The risk of anyone identifying you based on this information is very low.

[In addition to the above sections, you must select one of the following statements:]
Statement 1: [This statement applies If you might anonymize the specimens/data and use or share them, include the following language.]
In addition to the planned use and sharing described above, we might remove any labels from your specimens and data that might identify you (i.e., anonymize them), and use them or share them with other researchers for future studies at the NIH or other places. When we or the other researchers use your anonymized specimens and data for these projects, there will be no way to know that they came from you. We want to make sure that you understand that this is a possibility if you participate in this study. Once we do this, we would not be able to remove your specimens or data from these studies or prevent their use in future studies because we would not be able to tell which specimens or data belong to you.

Statement 2: [This statement applies if you will never use or share any anonymized specimens or data]

We will not remove any labels that might identify you (anonymize) from your specimens and data and use or share them with other researchers for future studies at the NIH or other places.
Risks of storage and sharing of specimens and data:
When we store your specimens and data, we take precautions to protect your information from others who should not have access to it. When we share your specimens and data, we will do everything we can to protect your identity, for example, when appropriate, we remove information that can identify you. Even with the safeguards we put in place, we cannot guarantee that your identity will never become known, or that no one will gain unauthorized access to your information. New methods may be created in the future that could make it possible to re-identify your specimens and data.
Can I change my mind about use and sharing for future research?
If you change your mind and do not want us to store and use your specimens and data for future studies, you should contact the study team. We will do our best to comply with your request but cannot guarantee that we will always be able to destroy your specimens and data. For example, if some research with your specimens and data is already complete, the information from that research may still be used. Also, if the specimens and data have been shared already, it might not be possible to withdraw them. 

How long will my specimens and data be stored by the NIH?

Your specimens and data may be stored by the NIH [describe the time period, e.g., possibly indefinitely, or for no longer than XX months/years].

	7.b
	Risks specific to genomic research: 

[If applicable, copy this template language and paste into the “What are the risks and discomforts of being in this study?” section of the main consent form.] 
Include information about any specific risks associated with genetic or genomic information. See National Human Genome Research Institute guidance on informed consent for information that may be helpful in identifying the risks of your project. https://www.genome.gov/about-genomics/policy-issues/Informed-Consent 
Return of Results: [Use this language if individual results of genomic tests will be shared with participants]:
Psychological or Social Risks Associated with Return of Research Results
As part of the research study, it is likely that you will learn that you have genetic risks for disease or disability. This may be upsetting and, depending on what you learn, might create a need to make challenging decisions about how to respond. You may need to meet with genetic counseling professionals with expertise to help you learn more about your research results.

	7.c
	Genetic Information Nondiscrimination Act (GINA): 
[If applicable, copy this template language and paste into its own new section of the main consent form.] 
If the research involves analysis of human DNA, RNA, chromosomes, proteins, or metabolites that detects genotypes, mutations, or chromosomal changes state:

A Federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information. This law generally will protect you in the following ways:

· Health insurance companies and group health plans may not request your genetic information that we get from this research. 

· Health insurance companies and group health plans may not use your genetic information when making decisions regarding your eligibility or premiums. 

· Employers with 15 or more employees may not use your genetic information that we get from this research when deciding to hire, promote, or fire you or when setting the terms of your employment.
Be aware that this Federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.

	8.
	Research Involving the Future Use of Biological Specimens 

[If applicable, copy this template language and paste into the “Will my data and/or specimens be used for future research?” section of the primary consent form.]  

Include the following information when the research involves the collection of biological specimens that researchers intend to use for future research:

1. A description of planned future use of the specimens. If this is unknown, state so.

2. Details of procedures that will be used to protect the confidentiality and privacy of any personal identifiers that will be associated with the source of a tissue sample or cell line.

3. Information about the control and ownership of the tissue samples during storage.

4. Information about the length of storage.

5. State whether the participant can obtain future access to the stored samples for information that may be of clinical relevance to him/her. Similarly, participants must be told if such information will not be available in the future (e.g., because personal identifiers are to be removed).

6. How the PI will handle future third-party access.

7. Information about possible secondary use of the stored tissue, or the possible creation of an immortalized cell line based on the specimen.
[If any of the above statements include reference to a cell line, include the following definition of a cell line to help participants understand what this means.]

Cell lines are grown from a single cell taken from living tissue. Scientists grow them outside of the body in a laboratory under controlled conditions and produce a population of cells with the same genetic make-up that can grow over a long period.

Any of your specimens which are used in research may result in new products, tests, or discoveries. In some instances, these may have potential commercial value and may be developed and owned by the investigators, Wayne State University, and/or others. However, donors of specimens do not retain any property rights to the materials. Therefore, you would not share in any financial benefits from these products, tests, or discoveries.

Will the researchers provide information to me about what they learn from analyzing my [type of biospecimen]? 
select one of the following statements that applies to the study:]
Statement 1: [This applies if clinically relevant results will be returned] We may learn things about your health as part of the research. If this happens, this information will be provided to you. [Insert a description of the types of research results that may be returned, under what circumstances participants will be provided research results, and how participants will be notified.] You may need to meet with professionals with expertise to help you learn more about your research results. The study team/study will not cover the costs of any follow-up consultations or actions.

Statement 2: [This applies if clinically relevant results will not be returned] We may learn things about your health as part of the research, however we will not share this information with you because [describe rationale].
Add this language if the project will contribute research data (other than genomic data) to a repository:
We will put the information we collect from you into a repository. The repository contains information about many people. Your information will be [de-identified or labeled with a code, instead of your name or other information that could be used to directly identify you.
Include information regarding data protections provided by the repository.


	9. 
	Recommended Wording for Focus Groups: 

If applicable, copy this template language and paste into the “Will my information be confidential?” section of the consent document:
The researchers will ask you and the other people in the group to use only first names during the group session. They will also ask you not to tell anyone outside the group what any particular person said in the group. However, the researchers cannot guarantee that everyone will keep the discussions private.

	10.
	Family Educational Rights and Privacy Act (FERPA): Education Records:
If the research requires access to student records and requires compliance with FERPA, the following statement must be inserted into the “Will my information be confidential?” section of the consent document. 
Note: The Family Educational Rights and Privacy Act (FERPA) requires that consent for disclosure of education records be signed and dated to be considered valid and that investigators with questions about FERPA consent requirements should consult with the [whomever is responsible, for example, Privacy Office, FERPA Officer, Registrar].
If you choose to participate in this research, your education records from [Name of organization to disclosing education records to researchers] will be shared with researchers. Specifically, information to be shared includes [specify the information/records being accessed and/or disclosed to researchers]. 
Your information will be provided to [specify the PI and any other recipients of education records] by [specify the department/office from the organization providing education records]. The purpose of disclosing this information is [explain]. You may request a copy of your education records that are disclosed for this research.

	11. 
	Consent to be Contacted for Participation in Future Research

[If applicable, copy this template language and paste into the “Will my data and/or specimens be used for future research?” section of the primary consent form.]  

Researchers may wish to keep your contact information to invite you to be in future research projects that may be similar to or completely different from this research project.

_____
Yes, I agree for the researchers to contact me for future research projects.

_____
No, I do not agree for the researchers to contact me for future research projects.


[image: image1.emf]
Medical Informed Consent Template for Adults: 


It is important to read this entire instruction page before you begin preparing this template.


“The informed consent document as a whole must present information in sufficient detail relating to the research and must be organized and presented in a way that does not merely provide lists of isolated facts, but rather facilitates the prospective participant’s understanding of the reasons why one might or might not want to participate.” (Preamble to the Revised Common Rule 46 CFR 46.116(a), 1,2017)





Template Guide:


Some studies require additional template language that is not included in the main informed consent template. Additional template language that applies to studies with certain elements such as NIH Data Sharing requirements, NIH Certificate of Confidentiality, genomic research, pregnancy risks, use of photographs, audio/video recording, etc. is available in the Consent Appendix: Additional Consent Template Language located at the end of this document. 


Please follow italicized instructions provided in brackets and highlighted areas.


A backslash indicates that you must choose the option that is most appropriate for your study (e.g., “will/will not” or “I/we”)


Standard text (non-italicized) is language that can be used as is. 


Use only statements that are appropriate for your study. This template is designed to fulfill the consent requirements for many different types of research, therefore not all the statements are relevant for all studies.


To ensure consent is informative to potential participants, consent documents should be written in plain language. Please review our �HYPERLINK "https://research.wayne.edu/irb/docs/readability_guidance-_tips_for_preparing_easy_to_easy_to_understand_docs9_6_23.pdf"��guidance on Consent/Assent Readability�. For more information on plain language, go to � HYPERLINK "http://www.plainlanguage.gov/" �http://www.plainlanguage.gov/� 





Formatting:





Delete all instructions from the consent template when finished-including this page and the Consent Appendix at the end of this document.


The finished document that you submit to the IRB should reflect what you will give to research participants. 


Include submission/revision date in the footer.


Keep formatting is consistent throughout the form. 


Font size must be 12 or larger. Delete all colored fonts. 


Letterheads & logos are NOT permitted.


Retain text justification.  





Additional guidance is available on the �HYPERLINK "https://research.wayne.edu/irb/informed-consent"��IRB Consent/Assent Templates website�.








Step 1.2: Witness Statement





Remove this box if participation in this study is not likely to require the signature of a witness. 


The witness must be impartial (someone not connected with the research or the study team).


WITNESS STATEMENT 





The participant was unable to read or sign this informed consent form because of the following reason(s):


The Participant is non-English speaking and required translation with a short form:


Consent was obtained from the participant using a short form for non-English speakers. The short form is available in the participant’s language and this (long) consent form was read to the participant using an interpreter.


The participant is illiterate.


The participant is visually impaired.


Other (please specify):





______________________________________________________________________________





As an impartial third party, I witnessed the entire consent discussion for this study and the participant’s signature on this form. I confirm that this entire form was read to the participant named above in a language he/she understands, and the participant voluntarily agreed to be in this study.





___________________________________________


Printed Name of Witness





___________________________________________	______________


Signature of Witness						Date





Step 1.3 Translator for Non-English-Speaking Participants





If you have indicated in your application that non-English speaking participants may be included in your subject population, insert the following signature section into your document.


The translator must be fluent in both languages, gives oral presentation of consent content, can be anyone including a member of the research team, but cannot also serve as the witness.





Consent was obtained from the participant using a short form for non-English speakers. The short form is available in the participant’s language and this (long) consent form was read to the participant using an interpreter.





I am fluent both in English and the language that is understandable to the participant or legal representative. I have given the oral presentation of the entire content of this English consent form to the participant or legal representative in the language that is understandable to the


participant that describes the entire content of the English version of Informed Consent. 





___________________________________________


Printed Name of Witness





___________________________________________	______________


Signature of Witness						Date
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