                                                                           

This Consent Form is intended for MEDICAL research.
· There is a section following the consent for studies that have OPTIONAL research studies being done with individuals taking part in the main study. 
· The optional information may be added in the main body of the consent form or a separate consent form may be used.     

ALL LANGUAGE IS REQUIRED unless otherwise stated. 

REMOVE all blue and red text, including these instructions, from this consent form so they are not contained in the final version prior to submitting to the IRB. Please format the final version for consistency.  
NOTE:  Add version date in the footer.


Trinity Health Michigan
Participant Consent for Research and HIPAA Authorization Form 

	Study Title:
     
(Title must match that which is listed on the Protocol and IRB Application)

	
	

	Principal Investigator:
	     

	
	

	Study Sponsor 
or Funding Source:
	     


	
	

	National Clinical Trial (NCT) Number:
	[bookmark: Text97]      (if applicable)

	
	















Research Informed Consent Form

Introduction
[bookmark: Text182]You are being asked to participate in a clinical research study. Clinical research is the study of human diseases in an attempt to improve diagnosis and treatment.  Before you make a decision to volunteer, or not to volunteer, we want you to know as much as possible about the study.  The federal government requires us to provide this informed consent document to you, and you       or your Legally Authorized Representative (LAR) will be asked to read and sign it.  

[bookmark: Text122]Please read it carefully and ask the investigator,      , (insert name) any questions you may have about the study.  You may also want to talk about it with your family or friends before making a decision to participate.  If you decide to participate in this study you or your Legally Authorized Representative (LAR) will be asked to sign this form.  

There are general principles that apply to all human research done at Trinity Health locations:
1. Taking part in the study is entirely up to you. This means that you do not have to participate if you don’t want to.
2. If you agree to participate in the study, and then change your mind, you can stop being in the study. There is no penalty for this. You will not lose any benefits you would have had if you did not participate in the study. Your decision not to take part in this research study will not affect your care here. 
3. You may not gain any benefit as a result of taking part in this study. However, we may learn more about your disease or condition as a result of your participation, and this may help others in the future.
4. Participating in a research study is not the same as getting regular medical care.  The purpose of regular medical care is to improve your health.  The purpose of a research study is to gather information.  Participating in this study does not replace your regular medical care. You can still see your personal doctor at any time.

[bookmark: Text38][bookmark: _Hlk77081822][bookmark: Text37][bookmark: Text121][bookmark: Text98]Approximately       (number) participants will participate in this study (if applicable): at several centers throughout the United States.  This study is sponsored by       (name of sponsor), and the principal investigator (the person who is conducting the study, also known as the study doctor),       (and researcher’s organization or business, if applicable)       (is/is not) receiving money from the sponsor because of your participation in this study.

What is the purpose of this research study?
[bookmark: Text123]The purpose of this study is to       (Concisely describe the study’s purpose)

Why am I being asked to participate?
[bookmark: Text124]You were asked to be in the study because you have       (describe disease, condition or topic being studied).

What do I have to do in the study? (Select one paragraph and delete the others):
(For randomized, non-blinded studies):
If you decide to participate, you will be placed into one of        (number) different study groups.  The decision about which group you will be in will be based on chance, like flipping a coin. The process of placing you into the study groups is called “randomization” and is generally done by computer.

(For randomized, double-blind studies):
[bookmark: Text125]If you decide to participate, you will be placed into one of       (number) different study groups.  The decision about which group you will be in will be based on chance, like flipping a coin. The process of placing you into the study groups is called “randomization” and is generally done by computer. You will not know which research drug/intervention you are receiving, and neither will your study doctor. However, this information is available in case of emergency.

(For all studies, including interventional studies):
[bookmark: Text126]If you decide to participate, you will       (describe treatment program or intervention. You are encouraged to use a table for complex studies if it will aid in explaining the study.)

(For drug or device studies):
[bookmark: Text127]Your response to the study       (drug/device) will be closely watched.  

[bookmark: Text128]      Describe all of the following: 
· Tests, examinations, procedures, interviews and/or questionnaires which will be performed, including procedures required for the collection of specimens
· Testing intervals
· Approximate time that will be needed to complete tests, questionnaires, diaries and other activities).

How long will I be in the study:
[bookmark: Text131][bookmark: Text129][bookmark: Text130]We expect that you will be in the study for       (enter number of days, weeks, months or years). You will continue to receive the study       drug/device unless you develop serious side effects, the study       drug/device is not helping you or the sponsor stops the study. Your study doctor may also want to take you off the study if there is a risk to your health.  If the study       drug/device is stopped before the study is over, your study doctor will discuss other options with you.

[bookmark: _Hlk102565369][bookmark: Text132]What are the risks and discomforts?
The study       [drug(s) / procedure(s) / devices(s)] you are being asked to       (take/participate in/ use)  may have some or all of the risks and discomforts listed below:
(Describe all of the risks and possible side effects of drugs/device/procedures in layman’s terms. List the risks in a bulleted manner and categorize the risks of drugs and biologicals into the headings below. NOTE: all of the risks must be listed here and should match those listed in the protocol.)
Common and Serious,
Less Common but Serious 
Rare but Serious
Common and Non-serious 
Less Common and Non-serious 
Rare and Non-serious 
[bookmark: Text133]     

Also include all known and potential risks including those associated with study procedures or risks such as privacy risks, legal risks (e.g., legal prosecution, being reported for abuse), and psychological risks/discomforts (embarrassment, behavioral changes).
[bookmark: Text134]In addition, there is always the risk of very bad effects that are rare or previously unknown.  Rarely, complications of the       [drug(s) / procedure(s) / device(s)] may result in death. (Delete if this is not a drug or device study and not applicable.)

The following language must be included (for those studies collecting specimens or bodily fluids):
In accordance with Michigan Public Health Code MCL 333.5133, an HIV and hepatitis test may be performed without written consent if a healthcare worker is exposed to your or your child’s blood or other bodily fluids.  In rare instances where a nurse, study doctor, or a laboratory technician is exposed to your blood, tissue or body fluids by needle stick, cut or splash to mucosa or damaged skin, it may be necessary to test your blood, tissue, or body fluid sample for certain viral infections including Hepatitis B and C and HIV on your sample already available.  If your sample is positive, this will make it possible for the exposed person to receive the appropriate counseling, monitoring and treatment they may need.  In this instance, the study doctor will tell you the results of these tests and advise you on the next steps.  Confidentiality of the results of your tests will be respected at all times.  

(Select one of the following 2 pregnancy prevention paragraphs, if appropriate, and delete the other)
Because the medications used in this study may affect an unborn baby, you should seriously evaluate any decision to proceed with participating in this study if you plan to become pregnant. It is strongly recommended that you inquire about counseling and obtain more information about preventing pregnancy prior to participating in this study. You should also discuss with your study doctor any pregnancy precautions you are currently using. Some pregnancy precautions may not be effective for this study treatment. You should not breastfeed a baby, become pregnant or father a baby while participating in this study. You cannot take part in this study if you are pregnant or breastfeeding.

[bookmark: _Hlk108704986]All women of childbearing potential who agree to take part in this study must have a pregnancy test done before they can participate. If you are sexually active, it is important that you do not become pregnant. If you are a male, you should not father a child. You must agree to take appropriate precautions to avoid becoming pregnant or fathering a child while on this study.  The pregnancy precautions defined by the study sponsor are meant to be used along with any protections used to prevent the spread of diseases transmitted by sex. If you do become pregnant or father a child while on this study, you must inform the study doctor immediately. Once you are no longer receiving study treatment, it is recommended that you discuss with your study doctor when it might be safe to become pregnant or father a child.

(The paragraph, below is required for all studies)
Although this information is not intended to alarm you, we want you to be aware of the risks of the study       [drug(s) / device(s) / intervention(s)].  Any risk that you do not fully understand should be further discussed with the principal investigator (study doctor).       (His/Her) name and phone number are at the end of this form.  You will be monitored closely to determine if any side effects occur.  You should also tell your doctor of any new or unusual symptoms.

[bookmark: _Hlk108705635]What are the benefits of my participating in the study?  (Select one of the following and delete the other)
[bookmark: Text55][bookmark: Text56]You will not personally benefit, but your participation will help us to learn about       (insert info). Information from this study may help other people in the future       (explain how).
OR
[bookmark: Text57][bookmark: Text58][bookmark: Text59]You may possibly benefit by       (describe possible benefits). Your participation in this study will help us to learn more about       (insert info).  Information from this study may help other people in the future       (explain how).

What are the alternatives to my participation? (Select the best sentence and delete the others)
If you decide not to participate in this research study, you can obtain the usual care and treatment available for your condition, participate in a different study, or decline to receive care.
or 
There are no alternative treatment options; however not participating will not impact your care here.
or 
There are no alternative treatment options; however not participating will not impact your care or employment, here. 

What are my rights and responsibilities?
If you choose to participate in this study, you may withdraw later on by calling the principal investigator (study doctor).  You will be informed of any new developments that may affect your willingness to continue participating in this study. If new information is provided to you after you have joined the study, we may ask you to sign a new consent that includes this new information.  

If you need to see any doctor other than your own doctor, you should inform him/her that you are enrolled in a research study.

Research Results and Incidental findings
Your individual research results may include your       (state examples – 5rtest results, etc.) and will be disclosed to you under the following conditions:
·       (State conditions; include the timing of the disclosure)
Or 
Your individual research results will not be disclosed to you under any conditions. 

And/Or 

Any incidental findings       (list examples, if this would aid in participant's understanding)       will/may be disclosed to you under the following conditions:
·       (State conditions. Include whether each participant may choose whether they want to receive the findings. Include the timing of when incidental findings would be disclosed). 

If there are incidental findings that the participant can choose to receive include the following:
|_|  Yes, I would like to be notified of any incidental findings - Initial here: _______
|_|  No, I do not want to be notified of any incidental findings - Initial here: _______
Or 
Any incidental findings will not be disclosed to you under any conditions. 

General Study Findings
The general study findings will be disclosed to you       (state timing/choose the most appropriate option: after the study has ended and the publication is made available/ at baseline/ in-study/ at the end of the study). The results will be       available at this website address / e-mailed to you / mailed to you. 
Or 
The general study findings will not be disclosed to you because       

Will I be reimbursed for my time? 
[bookmark: Text67][bookmark: Text68][bookmark: Text69][bookmark: Text70][bookmark: Text71][bookmark: Text72]You will be paid       (amount) for each completed study       (visit, test, procedure, questionnaire), for a total of       (amount) if you complete all       (visits tests, procedures, questionnaires).  The payment will be in the form of a       (check, cash, etc.) and will be paid       (after each visit, at completion of X, etc.). 

(Include the following if applicable) 
You will be asked to disclose your Social Security number so your payments can be processed and for tax reporting purposes. If you decline to disclose your Social Security number, you can still participate in the study without being paid.
Or 
[bookmark: Text73]You will not be reimbursed or paid for the       (study visits, tests, procedures, questionnaires) during the study.

What are the possible costs for participating in this study?
You or your insurance will incur costs (Provide relevant information)
Or
There are no anticipated costs to you for your participation in this study.

(Use the following paragraph for studies involving a drug, device or procedure which may become commercially available during or after the study; otherwise delete)
[bookmark: Text76][bookmark: Text77][bookmark: Text78][bookmark: Text79]The       [names of drug(s) / device(s) / procedure(s)], will be provided to you free of charge as long as       (it is/they are) experimental.  Once the       [study drug(s) / device(s)  / procedure(s)]       (is/are) approved, either you or your insurance company may be responsible for payment for       (it/them). Some of the       [drug(s)/devices(s)/ procedure(s)] are considered part of routine care for your illness and you and/or your insurance will be responsible for payment for       (it/them).

Special Considerations – Remove if not applicable
There may be situations where a patient or a research participant is known to possess biologic materials with unique characteristics thought to have potential commercial value. In this case, if specimens are to be collected for research and the investigator expects that the specimens will be commercialized into a marketable product or sent to a commercial sponsor for research or development, the consent form must state this possibility. 

If there are special considerations, the following must be included in this section:
[bookmark: Text82]Your samples may be used for development of a marketable product or for research and development. The samples may be used for commercial profit (even if the identifiers are removed).  You       will/will not receive any financial or proprietary interest in the samples or in any products or processes that may result from research on the samples. 

This research project will collect samples for future genetic testing – Remove if N/A
[bookmark: Text136]       If specimens are retained for future genetic research, explain what is meant by genetic information, how and where the specimens and genetic information will be stored, and who owns the specimens and related genetic information (i.e., “Like all tissues and cells in your body, these tissues/cells have genes.  A ‘gene’ is the basic ‘instruction book’ for how to build a cell.  Your genes determine your physical characteristics, such as your height and hair and eye color.  Your genes can also help determine whether you have a chance of developing a certain illness or medical condition.”)  Describe the risks of this information being collected or misused. 

[bookmark: _Hlk99626400][bookmark: Text137]This research project       will/might include whole genome sequencing. Remove if N/A
[bookmark: Text40]Whole genome sequencing is the process of determining the complete DNA sequence of a person's genes at a single point in time. The purpose of whole genome sequencing in this study is to      

The Genetic Information Nondiscrimination Act (GINA) 
GINA is a Federal law that 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 making a decision to hire, promote, or fire you or when setting the terms of your employment. 

All health insurance companies and group health plans and all employers with 15 or more employees must follow this law.  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.
HIV or AIDS Testing       (and/or) HIV or AIDS Status and Information (Select best paragraph; Remove if N/A:)  
[bookmark: _Hlk102570362][bookmark: Text139][bookmark: Text140]You will be tested for HIV, AIDS and/or AIDS-Related Complex at screening.  The study doctor will share the results of this test with you. You will receive counseling before and after the testing.  Positive results for certain infectious diseases, such as HIV will be reported to the local health authorities in your county in Michigan, as required by law. Your testing results       will/will not be shared with the       study team members and the sponsor of this study  (add or delete all groups who will/will not see the HIV status). Under Michigan law, all HIV, AIDS and/or AIDS-Related Complex status information is confidential and cannot be released without your       or your Legally Authorized Representative's consent to disclose this information, unless a statutory exception applies.  
[bookmark: Text141]If you do not wish to consent to an HIV, AIDS and/or AIDS-Related Complex test and your information being used, you       may/may not participate in this study. If you selected "may", add the following: (otherwise delete)
· Yes, I will take a test and you may use my HIV, AIDS and/or AIDS-Related Complex                           information.           
Initial here: _______
· No, I will not take a test and you may not use at my HIV, AIDS and/or AIDS-Related Complex information.                   
      Initial here: _______
OR
[bookmark: Text142][bookmark: _Hlk102570749]Your medical records will be reviewed for your HIV, AIDS and/or AIDS-Related Complex       diagnosis, status, and treatment (delete any you are not looking at) information.  Your HIV, AIDS and/or AIDS-Related Complex status       will/will not be shared with the       study team members and the sponsor of this study(add or delete all groups who will or will not see the HIV status). Under Michigan law all HIV and/or AIDS-Related Complex status information is confidential and cannot be released without your       or your Legally Authorized Representative's consent to disclose this information, unless a statutory exception applies.  
[bookmark: Text143]If you do not wish to consent to your HIV, AIDS and/or AIDS-Related Complex information being used, you       may/may not participate in this study. If you selected "may", add the following: (otherwise delete)
· Yes, you may use and share my HIV, AIDS and/or AIDS-Related Complex information
 Initial here: _______
· No, you may not use or share my HIV, AIDS and/or AIDS-Related Complex information                   
Initial here: _______

[bookmark: _Hlk102570547]My alcohol, drug, and substance use disorder information (Remove if N/A)  
Your medical records will be reviewed for your      alcohol, drug and substance use disorder diagnosis, status, services, and/or treatment (delete any you are not looking at) information.  Per Substance Use Disorder law, state how much and what kind of information is to be disclosed, including an explicit description of the substance use disorder information that may be disclosed.

[bookmark: Text83][bookmark: Text103][bookmark: Text104][bookmark: Text84](Include if applicable:) You will be tested for       (provide details of all substance use testing). The results of this testing       will/will not be shared with you.  The test results will be reviewed by the Study Doctor and       will/will not be disclosed to the sponsor and      . (Include any other institutions that are part of the research).

[bookmark: Text105][bookmark: Text106]This information       will/will not be shared with the study team members and the sponsor of this study       (add or delete all groups who will see the information). Under Michigan law, information about your alcohol and drug diagnosis, records, service, treatment and status are confidential and cannot be released without your       or your Legally Authorized Representative's consent to disclose this information, unless a statutory exception applies.  

[bookmark: Text85]You may cancel your consent for use of this information at any time except to the extent that the information has already been used after consent was obtained. The date, event, or condition upon which you       or your Legally Authorized Representative's consent will expire (if not withdrawn before) is      . (Provide an answer- this date, event, or condition must ensure that the consent will last no longer than reasonably necessary to serve the purpose for which it is provided).
[bookmark: Text86][bookmark: Text107]
If you do not wish to consent to       (i.e., a drug test) and your alcohol and drug information  being used and shared, you       may/may not participate in this study. If you selected "may", add the following (otherwise delete):
[bookmark: Check140]|_| Yes, you may use and share my alcohol and drug information – Initial here: _______
[bookmark: Check141]|_| No, you may not use or share my alcohol and drug information – Initial here: _______

My mental health       and/or social services information (Remove if N/A)  
[bookmark: Text108][bookmark: Text110]Your medical records will be reviewed for information about mental health diagnosis, status, treatment, and services information       and/or social services that you have received, including communications made to a social worker or mental health professional (delete any you are not looking at).  This information       will/will not be shared with the study team members and the sponsor of this study  (add or delete all groups who will see information). Under Michigan law, mental health information and services and/or social services that you have received       is/are confidential and cannot be released without your       or your Legally Authorized Representative's consent to disclose this information, unless a statutory exception applies.  

[bookmark: Text111]If you do not wish to consent to your information about mental health       and/or social services that you have received being shared, you       may/may not participate in this study.
If you selected "may", add the following: (otherwise delete)
[bookmark: Check142]   |_| Yes, you may use and share my mental health information and social services information 
Initial here: _______
[bookmark: Check143]   |_| No, you may not use or share my mental health information and social services information 
Initial here: _______


Who will see my records        (and/or use my biospecimens) and how will they be kept confidential?
[bookmark: _Hlk101424368]A record of your progress in the study will be kept in a confidential file at Trinity Health Michigan       (or, if applicable: name of business entity).   People who work on the study will see research records that could identify you.  Those people may copy all or part of your records related to this research. The hospital (or, if applicable: name of business entity) takes its responsibility to protect your health information from unnecessary disclosure very seriously. You will be asked to sign an Authorization that describes how the primary investigator will collect and use your Protected Health Information, and who will see it. All of the information collected will be combined with data collected from other participants for a final review.  Your name or any other identification will not be used in any published reports or presentations to the public. (If the data will de-identified please explain this. Include in the HIPAA section if using or disclosing PHI for research purposes).  

[bookmark: Text112][bookmark: Text135]In addition, as part of routine monitoring of research, members and staff of Trinity Health Michigan, the Institutional Review Board (IRB), Research Compliance Department, the organization(s) that sponsor(s) the study, the manufacturer of the study       drug/device, the Food and Drug Administration (FDA), the Office of Human Research Protections (OHRP), the National Institute of Health       (add or remove agencies, as applicable), or other government agencies involved in keeping research safe for people may review your records.  You may be contacted by a representative of the Research Compliance Department to ask you about your experience in this research study.

Select one of the following paragraphs:
Your information       and/or biospecimens, even if identifiable information is removed, will not be used or distributed for future research studies.
       or
[bookmark: _Hlk102628136][bookmark: Text144]Your identifiers might be removed from identifiable private information       and/or identifiable biospecimens and could be used for future research studies or distributed to another investigator for future research studies without additional informed consent.

Remove this paragraph (or specific elements) if N/A:  
While it is unlikely, during your participation in this research, information may be reported to the study team that the study team is then required by law to report to appropriate authorities. Some examples of this type of information could include injury due to violence (such as a gunshot or knife wound), suspected child or elder abuse (including reporting regarding newborns suspected of having drugs or alcohol in their system), or certain communicable diseases such as sexually transmitted diseases or HIV.  

Will any of my other health care providers have to share health information with researchers involved with this study?     Remove if these paragraph(s) do not apply:  
[bookmark: Text119]As a part of your participation in this study, the researchers may ask to see your health care records from other care providers. You will be asked to sign a separate HIPAA Authorization form at the end of this consent to give the study staff permission to collect the medical information needed for this study. This information will be collected from any health care provider or facility that delivers care to you during your participation in the study. In the event you have been hospitalized or treated at a facility other than a Trinity Health Michigan facility, the study doctor may ask you to sign a release form so that       he/she can retrieve your medical records for research purposes. 

[bookmark: Text120][bookmark: _Hlk77086905]In the unfortunate event of your death, it may be necessary for your study doctor to collect medical records leading up to and/or related to your death. Such information may include information about the study       [drug(s) / device(s) / intervention(s)], or information that may be saved in a study device.  In addition, a copy of the death certificate and a copy of the autopsy report (if an autopsy is performed) will be requested.  The obtained information would be reported to study sponsors and other reviewers if necessary.  If applicable: If there is a research device that is removed , the study staff may ask for the device to be sent back to the study sponsor and/or manufacturer.  OR The study staff may ask for return of the remaining study drug so it may be sent back to the study sponsor and/or manufacturer. Please discuss with your family and caregivers the potential for obtaining your medical records       and/or the remaining       unused study drug and/or any medical device that was used during the course of this research in the event of your death during this study.

What happens if I get injured as a result of this research? 
(Required for research involving greater than minimal risk; this may be removed for studies involving no more than minimal risk, if not applicable, and if the IRB concurs with rationale)
[bookmark: 46.116(a)(6)][bookmark: _Hlk152665083][bookmark: Text100][bookmark: Text101]If you believe you have experienced a research related illness or injury, please contact the study doctor as soon as possible.  The study doctor’s contact information is located on page      . You will receive medical care for your illness or injury.  The study doctor will need to know and collect information regarding any research related illness or injury. The       (specify who – i.e., Study Sponsor) will cover the cost of the diagnosis and treatment for the research related illness or injury if it is directly caused by participation in the study.  If you become ill or are injured because of medical treatment or procedures that you would have received even if you weren't in the study, that does not meet the definition of a research related illness or injury.   There are no plans to offer you payment for such things as lost wages or payment for expenses other than medical care. To help avoid injury it is very important to follow all study instructions.  You do not give up any legal rights by signing this consent document and you will not release the Sponsor, the study doctor, or the study site from liability by signing this consent document.  
[bookmark: Text102]If you are treated for a research illness or injury that is paid for by the Sponsor, the       (i.e., Sponsor or whomever is covering the injury) or its representatives will collect your name, date of birth, and medical health insurance information or your Social Security number to determine insurance status. If you are a Medicare beneficiary, the Sponsor will report the payment and information about the study that you are participating into the Centers for Medicare & Medicaid Services (CMS), in accordance with CMS reporting requirements.  The Sponsor will not use this information for any other purpose.

If I take part in this study, can I also participate in other studies?
Participating in more than one research study at the same time, or even at different times, may increase the risks to you. It may also affect the results of the studies. You should not take part in more than one study without getting the permission of the investigators involved in each study. Talk to your study doctors if you have any questions about this. 

If I don’t want to be in the study anymore, what should I do?
You are free to leave the study at any time. If you do, there will be no penalty and you will not lose any benefits that you would have had if you didn’t participate in the study. Before leaving the study, you may be asked to see the study doctor for one final visit. If you decide to leave the study early, please notify the principal investigator or study coordinator listed at the end of this form.

Could I be taken out of the study even if I want to continue to participate?
Yes. There are several reasons why you could be taken out of the study. Some examples are:
· [bookmark: _Hlk77087338]The investigator believes that it would not be good for your health to continue in the study
· Your condition changes and you need treatment that is not allowed while you are in the study
· You have serious side effects from the study that threaten your well-being 
· Study instructions are not followed, or appointments are not kept 
· The study is suspended or cancelled for any reason
· [bookmark: Text145]      (Add additional reasons as applicable, i.e., pregnancy)

There is no promise from the investigator or the sponsor of any future treatment; your doctor will discuss other treatment options with you. 

Financial conflict of interest 
[For significant financial conflict of interest, use this paragraph:] 
[bookmark: Text162][bookmark: Text163][bookmark: Text164][bookmark: Text165][bookmark: Text166][bookmark: Text167][bookmark: Text168][bookmark: Text169]The principal investigator(s) of this research study       (and, if applicable: his/her/their) associates and office/business,       (name of business) declare(s) that       (he/she/they has/have) a significant financial investment in       (name of sponsor), who makes the experimental       [drug(s) / device(s) / procedure(s) / treatment(s)] used in this study. As a result,       (he/she/they) may personally profit from your participation in this study. If the       [drug(s) / device(s) / procedure(s) / treatment(s)]       is/are marketed commercially for profit, you are not automatically entitled to a share of any profits. Please ask the principal investigator(s) to explain this in greater detail if you have any concerns.

[Where there is no significant financial conflict of interest, use this paragraph:] 
[bookmark: Text170][bookmark: Text171][bookmark: Text172][bookmark: Text173][bookmark: Text174][bookmark: Text175][bookmark: Text176]The principal investigator(s) of this research study       (and, if applicable: his/her/their) associates and office/business,       (name of business) declare(s) that       (he does/she does/they do/do not) have a significant financial investment in       (name of sponsor), who makes the experimental       [drug(s) / device(s) / procedure(s) / treatment(s)] used in this study.  If the       [drug(s) / device(s) / procedure(s) / treatment(s)]       is/are marketed commercially for profit, you are not automatically entitled to a share of any profits.

What should I do in case of emergency?
If you think you are having a medical emergency, go to the nearest hospital emergency room. Ask the emergency physician to call the principal investigator or the study coordinator for this study, at the phone numbers listed below.

Who can I contact for more information about this study: Include the following statement:
[bookmark: Text150]If you have any questions about taking part in this study, or in the event of a research related concern, side effect, illness or injury, contact       (insert investigator’s name and the study coordinator’s name, if applicable).  Also contact the study doctor if you want to stop participating in the study before it has finished.

[bookmark: Text89]Principal Investigator (study doctor):      
[bookmark: Text90]Mailing Address:      
[bookmark: Text91]Telephone:      

[bookmark: Text92]Study Coordinator:       (add info or delete)
[bookmark: Text93]Mailing Address:      
[bookmark: Text94]Telephone:      


Where can I go for more information? (Studies that either are under FDA regulations or meet the behavioral or medical definition of a clinical trial are required to have a national clinical trial #; otherwise delete this section)
“A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law.  This Web site will not include information that can identify you.  At most, the Web site will include a summary of the results.  You can search the Web site at any time.” 

Has this study been reviewed by the hospital?
[bookmark: Text95]Yes. The study has been reviewed by the designated Institutional Review Board (IRB) of Trinity Health Michigan which operates independently of the sponsor and study doctor (principal investigator). The members of the IRB are physicians, other health care professionals and community members. They volunteer their time and expertise in reviewing all research studies to protect the rights and welfare of the people who volunteer to participate in human subjects research performed at       (and/or in collaboration with) Trinity Health Michigan. The review of the research does not mean that the study is without risks. 

Who else can I contact if I have any concerns about the study?
If you have questions about your rights as a research participant, general questions about what it means to be in a research study, or any concerns or complaints about the research, please contact the Director of the Trinity Health Michigan Research Compliance Department at (734) 712-5470.

HIPAA Authorization

The Health Insurance Portability and Accountability Act (HIPAA Privacy Rule) gives research participants rights when their Protected Health Information is used or released for research purposes.  Protected Health Information is health information that is individually identifiable and that is created, received, or maintained by a healthcare provider in any form. 

Purpose of the use and disclosure
Before the researchers use or share any health information about you as part of this research study, we are asking for your permission (authorization; in keeping with the HIPAA Privacy Rule) to do so.  The purpose is so that the investigator may conduct the research study listed above and described in this informed consent form. 

[bookmark: Text96]      (Add a specific and meaningful description of what will be used and disclosed in addition to the paragraph below, if this information is not covered by the paragraph below; then delete these instructions)

Information to be used or disclosed
Your health information that may be used or disclosed includes any or all health care records such as: laboratory, pathology and/or radiology results; scans; x-rays; device records, hospital records, outpatient clinic letters, autopsy records; death certificate and Protected Health Information previously collected for research purposes. Some of these tests may have been done as part of your regular care. This study may use or disclose any or all of the following Protected Health Information in connection to your health information to and from the people or institutions listed above: name, address, birth date, date of service or admission to the hospital, date of death, age greater than 89, telephone number, social security number, medical record number, health beneficiary number, credit card or other account numbers, license numbers, vehicle identification numbers, serial numbers, website addresses, Internet Protocol numbers, voice or fingerprint or similar identifiers, full face images,and/or any other unique identifying characteristic or number or code. 

If the following information is included in the consent portion of this document and protocol, you must also include it in this HIPAA section (edit variables as appropriate); otherwise DELETE this paragraph and instructions)
Information about the diagnosis and testing for HIV, AIDS, and ARC (AIDS-Related Complex); alcohol and drug use diagnosis, information and/or treatment; mental health/illness diagnosis, information and/or treatment and services and social services (including communications made to a social worker or mental health professional) may be contained in these documents and will be disclosed. 

I give permission for the use and release of my Protected Health Information from the following sources of data to the following people/companies listed below for the purposes of this research:

	The following will provide data:
	Your data will be released to and used by the following people and/or institutions:

	1) [bookmark: Text178]Trinity Health       (Specify TH site(s))
[bookmark: Text179]      (Address)
[bookmark: Text180]      (Phone Number)
(Add any other sources of data below)
2) [bookmark: Text113]      (NAME)
[bookmark: Text114]      (Address)
[bookmark: Text115]      (Phone Number)
	1) My doctor(s) who care for me during this research, including my primary care doctor and other doctors who may take care of me during my participation.
(List all entities or persons the PI wants to release info to below: i.e., PI and research team if receiving Trinity Health Michigan data, sponsors, companies working for sponsor, Co-I from outside institution, clinical laboratories, etc.) 
2) [bookmark: Text116]      (NAME)
[bookmark: Text117]      (Address)
[bookmark: Text118]      (Phone Number)


In addition to the above, the Trinity Health Michigan IRBs (which also serve as the HIPAA Privacy Board for research use), the Research Compliance Department, and federal agencies [such as the Food and Drug Administration (FDA), Office of Human Research Protections (OHRP), etc.] may need to review your health records that were collected as indicated in the consent portion of this form as part of their regulatory review and oversight of research activities. 

Expiration date: 
Your authorization for the use and disclosure of your information has no expiration date.

My access to my medical record:  (Select ONE of the following statements and DELETE the other)  
Use this statement only if this is a clinical research trial where the participants are blinded to the treatment) 
You understand that your access to your medical record (or specify some portion of the record, delete this note if not being used) will be temporarily suspended until the completion of the research study and will be reinstated at the end of the study.

All other studies use this statement:
You understand that your access to your medical record (or specify some portion of the record, delete this note if not being used) will continue to be allowed during the research study.

Terms: 
· You do not have to sign this authorization.  If you decide not to sign this authorization, it will not affect your treatment or eligibility for health benefits.  However, if you do not sign this authorization you may not participate in the study.  
· You may withdraw your authorization at any time by notifying the principal investigator (study doctor) in writing (see contact information above), but the withdrawal will not affect any of your information already disclosed. Your withdrawal of permission to use your health records may result in the ending of the research-related      treatment/intervention being provided to you.  If you withdraw from the study and withdraw your Authorization, no new information will be collected for study purposes unless the information concerns an adverse event (a bad effect) related to the study. If an adverse event occurs, your entire medical record may be reviewed. All information that has already been collected for study purposes, and any new information about an adverse event to the study, will be sent to the study sponsor.
· Your individually identifiable health information (including Protected Health Information) collected with this authorization may be re-disclosed by the recipient (as listed in the column to the right in the table above) and, once disclosed, may no longer be protected by the recipient.
· If you have questions about this authorization, please ask the Principal Investigator listed above.
























DOCUMENTATION OF INFORMED CONSENT AND HIPAA AUTHORIZATION 

I understand that by consenting to participate in this study, I am responsible for following instructions and informing study personnel of any side effects, injuries or complications.  I will also express any concerns I may have about continuing to participate in this study.  I understand that I will be informed about any new information regarding the study that might affect my willingness to continue participation.

I am aware I may withdraw my consent and HIPAA authorization in writing at any time without harming my future medical care or losing any benefits to which I might be otherwise entitled.  I  have been advised that the investigator in charge of this study may discontinue my participation in this study if it is felt to be in my best interest, if I do not follow the study requirements or if the study is stopped.

By signing this Informed Consent and HIPAA Authorization Form,  I certify I have read this form, had the opportunity to ask questions about this study and this form and have been given enough time to consider my participation.  I have talked to as many people as I need to help me make my decision.  I understand that my participation is voluntary.  I am voluntarily signing this consent form and HIPAA Authorization as evidence of my decision to participate in this research study.  I also understand I have not waived any of my legal rights or released the parties involved in this study from liability for negligence.




	Participant’s Signature
	
	Printed Name
	
	Date

	Legally Authorized Representative’s Signature
	
	Printed Name
	
	Date

	    [image: ] REMOVE LAR if diminished capacity is an exclusion criterion or if diminished capacity is not 
         addressed in the study.

	
	
	
	
	

	Signature of Person Obtaining Consent
	
	Printed Name
	
	Date











You will receive a signed copy of this Research Informed Consent and HIPAA Authorization Form.






[bookmark: _Hlk145502736]REMOVE ANY OF THE FOLLOWING THAT DOES NOT APPLY TO YOUR STUDY
including all red, blue or highlighted text 
(This section is required for studies that have OPTIONAL research sub-studies that are being done with people who are taking part in the main study. Use as a stand-alone or append at the end of the main consent and BEFORE the HIPAA Authorization.).

      (Insert information about companion studies here.  Provide yes/no options at each decision point.  The following studies are included as examples)

Quality of Life Study (Optional) (Example template language; edit to fit your study specifics)

Please note:  This section of the informed consent form is about additional research studies that are being done with people who are taking part in the main study.  You may take part in these additional studies if you want to.  You can still participate in the main study even if you say 'no' to taking part in any of these additional studies.

You can say "yes" or "no" to any part of the following study. 

[bookmark: _Hlk103779011]We want to know your view of how your life has been affected by       (condition under study) and its treatment. This “Quality of life” study looks at how you are feeling physically and emotionally during your       (name of condition under study)  treatment. It also looks at how you are able to carry out your day-to-day activities.

This information will help doctors better understand how participants feel during treatments and what effects the medicines are having.  In the future, this information may help patients and doctors as they decide which medicines to use to treat       (name of condition under study) .

(Edit as appropriate) You will be asked to complete       (number) questionnaires:        (i.e., one on your first visit, one 6 months later, and the last one 12 months after your first visit).  It takes about       (number) minutes to fill out each questionnaire.  

If any questions make you feel uncomfortable, you may skip those questions and not give an answer.

If you decide to take part in this study, the only thing you will be asked to do is fill out the       (number)questionnaires.  You may change your mind about completing the questionnaires at any time.

Just like in the main study, we will do our best to make sure that your personal information will be kept private.

Please indicate your selection below:
I choose to take part in the Quality of Life Study.  I agree to fill out the       (number) Quality of Life Questionnaires.
|_| Yes		|_| No





Use of Tissue for Research (Optional) (Example template language; edit to fit your study specifics)

Please note:  This section of the informed consent form is about additional research studies that are being done with people who are taking part in the main study.  You may take part in these additional studies if you want to.  You can still participate in the main study even if you say 'no' to taking part in any of these additional studies.

You can say "yes" or "no" to any part of the following study.  
About using my tissue for research 
[bookmark: _Hlk103779768]We would like to keep some of the tissue that is left over for future research. If you agree, this tissue will be kept and may be used in research to learn more about        (the condition under study) and other diseases. 

Your tissue may be helpful for research whether you do or do not have       (the condition under study). The research that may be done with your tissue is not designed specifically to help you. It might help people who have       (the condition under study) and other diseases in the future. 

Reports about research done with your tissue will not be given to you or your doctor. These reports will not be put in your health record. The research will not have an effect on your care. 
Things I should think about 
This research project       will or might include whole genome sequencing.

The choice to let us keep the left-over tissue for future research is up to you. No matter what you decide to do, it will not affect your care. 

Biospecimens (even if identifiers are removed) may be used for commercial profit and you       will/will not share in this commercial profit.

If you decide now that your tissue can be kept for research, you can change your mind at any time. Just contact us and let us know that you do not want us to use your tissue. Then any tissue that remains will no longer be used for research. 

In the future, people who do research may need to know more about your health. While the       (sponsor, investigator and/or, study team) may give them reports about your health, it will not give them your name, address, phone number, or any other information that will let the researchers know who you are. 

Sometimes tissue is used for genetic research (about diseases that are passed on in families). Even if your tissue is used for this kind of research, the results will not be put in your health records. 

Your tissue will be used only for research and will not be sold. The research done with your tissue may help to develop new products in the future. 
Benefits to my giving tissue 
The benefits of research using tissue include learning more about what causes       (condition under study), cancer and other diseases, how to prevent them, and how to treat them. 
Risks to my giving tissue
The greatest risk to you is the release of information from your health records. We will do our best to make sure that your personal information will be kept private.  The chance that this information will be given to someone else is very small. 

Making my choice 
Please read each sentence below and think about your choice. After reading each sentence, indicate  "Yes" or "No". If you have any questions, please talk to your doctor or nurse, or call our institutional review board. 

No matter what you decide to do, it will not affect your care.

1. My tissue may be kept for use in research to learn about, prevent, or treat       (the condition under study ). 
|_| Yes	   |_| No		Pt. Initials _______	  Date___________

2. My tissue may be kept for use in research to learn about, prevent or treat other health problems. (i.e., Diabetes, Alzheimer's disease, heart disease)

|_| Yes	   |_| No		Pt. Initials ______	  Date:___________
3. Someone may contact me in the future to ask me to take part in more research. 
	|_| Yes	   |_| No		Pt. Initials _______	  Date ___________
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