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RESEARCH STUDY INFORMED CONSENT AND/OR PARENTAL PERMISSION (IF APPLICABLE) TO PARTICIPATE IN RESEARCH AND AUTHORIZATION TO USE AND DISCLOSE INFORMATION FOR RESEARCH PURPOSES

Study Title:
NCT Number (If Applicable) 

Principal Investigator:

Consent Version: MM/DD/YYYY

Sponsor and/or Funder: (delete if not sponsored)	Comment by Melton-Lopez, Christine Marie - (melton1): If the study is sponsored by NIH, the following items need to be reflected in the consent:

1. COC language 
2. Language explaining future use of data according to the data management plan (see section "Will my data or specimens be stored for future research" below). 

1. COC language:
This research is covered by a Certificate of Confidentiality from the National Institutes of Health. This means that the researchers cannot release or use information, documents, or samples that may identify you in any action or suit unless you say it is okay. They also cannot provide them 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 them 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. Data Management Plan language:
How subject's data will be managed, used in future research, and shared;
If known, what repository will be used to store the participant's data and what data will be stored/shared;
Assess limitations on subsequent use of data and communicate these limitations to the participants.  

Conflict of Interest Statement: (If applicable per COI management plan. Delete if no COI management plan exists for researchers on this protocol.)

Study-Related Contact Information: (24-hour line)

TMC Health
5301 East Grant Road, Tucson, AZ 85712 (hospital) 
Other facility address, as per study collaborator

[Only applicable if TMC Health is serving as a facility] What is the role of Hospital Facility? Tucson Medical Center (TMC) or TMC HealthCare (TMCH) is providing facility support for this study. TMC is not responsible for study conduct, procedures, or outcomes, and does not oversee study activities. For study-related questions, please contact the research team listed above.

Summary of the research	Comment by Melton-Lopez, Christine Marie - (melton1): If this consent form will be used as an adult consent form AND parental permission form, include this blurb:

If you are a parent of a child that is participating in this study, references to “you” and “your” throughout this document refer to both you and your child(ren).  

Each section of the consent form should clearly include information for BOTH the adult participant and their child(ren). For example, the procedures section should address what the adult will be asked to do AND what their child(ren) will be asked to do.

If your study includes children 12 years of age and younger for online research, include a link to the online survey or data collection tool in this section. This requirement is to comply with the Children’s Online Privacy Protection Rule (COPPA).
This is a consent form for participation in a research study. Your participation in this research study is voluntary. It contains important information about this study and what to expect if you decide to participate.  Please consider the information carefully. Feel free to ask questions before making your decision whether to participate.
If your consent is more than 4 pages, provide a brief explanation of the project in non-technical language that is concise and focused and that will most likely assist a prospective subject to understand the research and choose to participate. This presentation of information is to be short and can summarize information explained later in greater detail. It is NOT necessary to repeat information provided in the summary. This summary may be a page or more, depending on the study. This summary should include:

· The purpose and expected duration
· Major requirements of the study
· The most important risks and/or benefits
· Other alternatives to participating, if appropriate
· Time commitment

[If applicable]: The University receives compensation from the sponsor of this study for the conduct of this study.  If you have any questions, please discuss this with your study doctor.

Why is this study being done?
Explain the purpose of the study and a statement that the study involves research. 

What will happen if I take part in this study? 	Comment by Melton-Lopez, Christine Marie - (melton1): If the study is using genetics, describe if any genetic testing will be conducted with the samples and include the following:

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. 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.
Explain the procedures to be done. Specifically identify any procedures that are for research only. Include:

· The probability for random assignment to each treatment 
· The subject’s responsibilities 
Please list all information collected for the study protocol, including all procedures and assessments, as well as any potential tests that may occur during unscheduled visits. Identify which procedures are experimental. If none are experimental, please state: “No experimental procedures will take place in this research study.”

How long will I be in this study?
Explain the expected duration of the subject's participation.

How many people will take part in this study?
Identify the approximate number of subjects you plan to enroll in the study, both total (study-wide) and local (if different).

What benefits can I expect from being in this study?
Explain any reasonably expected benefits to subjects or others.

· When there is no intended clinical benefit to the subject, a statement to this effect 
· Do not include statements of unproven claims of effectiveness or certainty of benefit, either implicit or explicit 
What risks, side effects or discomforts can I expect from being in the study?	Comment by Melton-Lopez, Christine Marie - (melton1): Sample Language if study is actively enrolling a Native American population:

If you are Native American and agree to participate in this study there may be risks associated with the research that impact your community. Health information, especially genetic information, can be applied to more than just you. Genetic analysis may be able to provide information about a person’s parents, siblings, children, or others. Some genetic research can produce new information about entire subpopulations and individual racial or ethnic groups. It is unknown exactly what the researchers will discover, because this study involves unspecific future research.  Risks may include legal, financial, social, or physical harm.  Information may be published that conflicts with your communities’ culture, traditions, creation stories, or spiritual beliefs.  
Explain any reasonably foreseeable risks or discomforts to the subjects because of participation or procedures from the research. Explain, if applicable, that a particular treatment or procedure may involve risks that are currently unknown or foreseeable.

Explain that if there are significant new findings that may impact a subject’s participation they will be informed. 

What other choices do I have if I do not take part in this study?	Comment by Melton-Lopez, Christine Marie - (melton1): Sample Language:

Your participation is voluntary.  If you decide to take part in the study, you may leave the study at any time.  No matter what decision you make, there will be no penalty to you and you will not lose any of your usual benefits.  Your decision will not affect your future relationship with The University of Arizona.  If you are a student or employee at the University of Arizona, your decision will not affect your grades or employment status. 
Explain that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.
Describe any appropriate alternative procedures or courses of treatment. For some studies, the only alternative would be to not participate. 

When may participation in the study be stopped?
Under what circumstances the subject's participation may be stopped by the investigator, the consequences of a subject's decision to withdraw from the research, and the procedures for orderly withdrawal of participation by the subject. 

What happens if I am injured because I took part in this study?	Comment by Melton-Lopez, Christine Marie - (melton1): Sample Language:

Side effects (injury) can happen in any research study. These effects may not be your fault or the fault of the researcher involved. Known side effects have been described in this consent form. However, side effects that are not currently known may happen and require care. If you experience an injury or adverse event, please call Dr. __________ at ________ immediately. If the investigator determines that the injury or adverse event is due to your participation in this research, (Explain what subjects should do in case of an emergency and who will be responsible for payment for any related treatments? Will the sponsor financially compensate the patient for any injuries?). At the end of this paragraph, always use this as the ending sentence: This, however, does not waive your rights in the event of negligence. If you suffer an injury from participating in this study, you should seek treatment.  

You will be provided with any new information that develops during the course of the research that may affect your decision whether or not to continue participation in the study.
Please note, while you may submit to the IRB after feasibility approval and/or when an IP number is provided, it is advised that you wait to submit the project until the consent form has been reviewed by UAHS for financial edits. When submitting to IRB, UAHS feedback should be incorporated into the consent version submitted to IRB. Once IRB approved, the final consent must be emailed to crc@email.arizona.edu to ensure the correct financial information has been incorporated.

For research involving more than minimal risk, include the following elements as applicable, otherwise delete the below language: 

Option 1, if injury coverage is offered by Sponsor:
You have the right to safety. If you experience illnesses or injuries related to your participation in the study, medical treatment will be provided to you. The medical costs of diagnosis and treatment may be covered by the Sponsor as long as the (insert investigational drug/ device /material name) was given correctly and according to the Sponsor’s instructions, and the injury was not due to the natural progression of a pre-existing condition. Please speak with the study team if you have questions about coverage of costs for injury. The University of Arizona and Tucson Medical Center have no funds set aside for the payment of treatment expenses for this study.  

Option 2, if injury coverage is not offered by Sponsor or the study is NOT funded:
You have the right to safety. If you experience illnesses or injuries related to your participation in the study, medical treatment will be provided to you. Any costs of such care will be billed to you or your insurance provider. You may be responsible for any co-payments and your insurance may not cover the costs of study-related injuries. Please speak with the study team if you have questions about coverage of costs for injury. 

[bookmark: _Hlk527619792]Required language for all research involving more than minimal risk: The University of Arizona and TMC HealthCare have no funds set aside for the payment of treatment expenses for this study.

What are the costs of taking part in this study?          
Explain who will pay for the study procedures and/or medications required for participation. If third party payers are expected to pay for standard care treatment, identify what the subject will be responsible for. 

Interventional studies:
The (insert investigational items supplied) and services performed for research only will be provided at no charge to you or your insurance company. Routine medical care performed while participating in the study will be billed to you and/or your insurance company. This will include (but is not limited to) (insert general care references such as physical exam and lab work if applicable), administration of medications, and the treatment of side effects. 

Not all insurance companies are willing to pay for services performed in a clinical trial. You will be responsible for any charges that your insurance does not cover including regular co-payments and deductibles. Please speak with your insurance company to find out what you may be financially liable for.

Non-Interventional:  
There are no anticipated additional costs for you to be in this study, except for your time.
Regular medical care performed while participating in study will be billed to you and/or your insurance company as usual. Not all insurance companies are willing to pay for services performed in a clinical trial.  Please speak with your insurance company to find out what you may be financially liable for.

Will I be paid for taking part in this study?
Discuss the amount and timing, including a description of any proration, of any compensation (monetary and/or non-monetary).  

[bookmark: _Hlk52346790][If subjects will receive compensation, include the following text]: 
[bookmark: _Hlk152323177]Any payment for participation in a research study is considered taxable income for you. If your payment for this research study, or a combination of research studies, is $2,000 or more for all, or any dollar amount for undocumented noncitizens in a calendar year (January to December), you will receive the appropriate IRS Form for tax reporting purposes from the university. Please note, if you are an employee of UArizona, any compensation from a research study is considered taxable income. 

[bookmark: _Hlk52346803][bookmark: _Hlk52346379][If subjects will receive compensation and/or reimbursement, include the following text]: 
[bookmark: _Hlk152323206]For any compensation or reimbursement you receive, we are required to obtain identifiable information such as your name, address, and [for amounts >$50] Social Security number for financial compliance purposes. 	Comment by Melton-Lopez, Christine Marie - (melton1) [2]: Example clarification language: 

Identifiable information collected for financial compliance purposes will not be linked to your research data. If you do not want us to collect this information, you can still participate in this study, but you will not be able to receive any payment for your participation.

Will my data or specimens be stored for future research?             	Comment by Melton-Lopez, Christine Marie - (melton1): Sample Language:

There may be some specimens (blood, tissue, etc.) remaining after the study is complete. If you are willing to allow the remaining specimens to be used for future research studies, you must specify your consent below. Consent for future use of your remaining samples is entirely voluntary and may be withdrawn at any time. 

If you decide now that your tissue can be kept for research, you can change your mind at any time. Contact your study doctor and let him or her know that you do not want us to use your tissue (or collected blood sample, body fluid, if appropriate), and it will no longer be used for research. If your specimen has already been used for research it will not be possible to get it back. 

CHOOSE APPROPRIATE SECTION(S) FROM SAMPLE RECOMMENDED LANGUAGE BELOW: 
1) Specimens collected in course of treatment and care: 
In addition to the treatment study, researchers are also interested in studying tissue, body fluids, or other specimens that were, or may be, obtained from you in the normal course of your treatment and care. These research tests may be developed during the time you are on treatment, or years later. 
OR -- 
2) Specimens collected in course of surgical treatment: 
You will be undergoing surgery to diagnose and/or remove a tumor, or to remove a piece or all of a diseased organ. This surgical procedure is performed as part of your treatment. At the time of your surgery, this tumor or organ will be sent to the Pathology laboratory for diagnosis or routine examination. 

We would like to keep any of the tissue that is left over after diagnosis for future research. This will be stored in a central facility (called a “tissue bank”) which is (or is not) located here at ______. Your sample will be stored there permanently and will not be available for use in making health care decisions for you. At some time in the future, pieces of this stored tissue may be used by other researchers for other tests that are not known at this time. In most cases, you will not be told what your sample is being used for. 

When your sample(s) is sent to the researchers samples will be identified by a unique study code only. Researchers to whom the University of Arizona sends your sample and information will not know who you are. They must also sign an agreement that they will not try to find out who you are. If research results are published, your name and other identifiable information will not be used.
 
Please read each sentence below and think about your choice. After reading each sentence, mark an X in the box for “Yes” or “No.” No matter what you decide to do, it will not affect your care. You can participate in the treatment part of the study without participating in all or part of the tissue (or collected blood sample, body fluid, if appropriate) research studies. If you have any questions, please talk to your doctor. 

1. My tissue (or collected blood sample, body fluid, if appropriate. may be used in future research to learn about preventing or treating XXXX.
□ Yes □ No 

2. My doctor may contact me in the future to ask me to take part in more research. 
□ Yes □ No
The consent must include either:

· A statement that identifiers will or will not [choose one] be removed from the private information or biospecimens, and that after such removal, the information or biospecimens may be used for future research studies without additional informed consent [Include a description of what information/specimens will be stored and whom they will be shared with (both internal and outside the institution). If data or specimens will be stored as coded, please explain this. Explain what research may be conducted with these data/specimens - including unspecified future research, genetics, disease specific, etc.]; or

· A statement that the identifiable information or biospecimen, even if identifiers are removed, will not be used, or distributed for future research.

Where will Specimens be stored? 
Add name and location of the tissue bank.

[bookmark: _Hlk111108847]If your study is funded by the NIH or another agency that requires a Data Management Plan, relevant information from your Data Management Plan will need to be included in this section. 	Comment by Melton-Lopez, Christine Marie - (melton1): Include information on:

How subject's data will be managed, used in future research, and shared;
If known, what repository will be used to store the participant's data and what data will be stored/shared;
A statement that clarifies if data and specimens will be stored as identifiable, de-identified or coded;
Assess limitations on subsequent use of data and communicate these limitations to the participants.  

NIH sample consent language can be found here:   https://osp.od.nih.gov/wp-content/uploads/Informed-Consent-Resource-for-Secondary-Research-with-Data-and-Biospecimens.pdf. 

Will my specimens be sold for commercial profits?         	Comment by Melton-Lopez, Christine Marie - (melton1): Sample Language:

The information/specimens may be used in this research or other research and shared with other organizations. You will not share in any commercial value or other compensation from products developed using the information/specimens.
Describe whether subjects will or will not share in any commercial profit from the use of their biospecimens, even if identifiers are removed.

Will I hear back on any results that directly impact me?            	Comment by Melton-Lopez, Christine Marie - (melton1): Sample Language:

You will/will not receive any clinically relevant results discovered about you and/or the general subject population.
Describe whether any clinically relevant results will be disclosed to subjects, and if so, under what conditions.

Will Whole Genome Sequencing be done with my specimen?          	Comment by Natalia Elias Calles: For TMCH’s Research Operations: Ensure that the safeguards for privacy are explicitly listed (e.g., coding, encryption, restricted access).
Clarify whether results will be returned to participants and under what conditions.
If results are returned, include a checkbox for participants to opt in/out and a statement about the research nature of the results.	Comment by Melton-Lopez, Christine Marie - (melton1) [2]: Sample language:

Whole genome sequencing will be performed as a part of this study. It is possible that you have genetic risks for a disease or disability that could be identified with genomic sequencing. However, you WILL OR WILL NOT receive any information regarding your genetic risk from this study. 

[If results are shared with subjects, we suggest incorporating a checkbox on the consent form. Consider using the following statement:] You have the option to receive information from your genetic report. Please note, these results are generated for research purposes. It will be your decision whether to share this information with your clinician/genetic counselor for interpretation.

Your privacy is very important to us, and we will use many safety measures to protect your privacy. However, in spite of all of the safety measures that we will use, we cannot guarantee that your identity will never become known. Although your genetic information is unique to you, you do share some genetic information with your children, parents, brothers, sisters, and other blood relatives. Consequently, it may be possible that genetic information from them could be used to help identify you.  Similarly, it may be possible that genetic information from you could be used to help identify them.  Patterns of genetic variation also can be used by law enforcement agencies to identify a person or his/her blood relatives. We will protect your data by implementing the following safeguards: LIST THOSE SAFEGUARDS HERE. 

There also may be other privacy risks that we have not foreseen.

Please review and use template language from: https://cdp.cancer.gov/resources/elsi/docs/Model_Consent_Genomic_Sequencing.docx
Describe, if known, whether whole genome sequencing will be done.

1.  Ensure that the safeguards for privacy are explicitly listed (e.g., coding, encryption, restricted access).

2.  Clarify whether results will be returned to participants and under what conditions.
a. If results are returned, include a checkbox for participants to opt in/out and a statement about the research nature of the results.

AUTHORIZATION TO USE AND DISCLOSE INFORMATION FOR RESEARCH PURPOSES
You have the right to privacy and confidentiality.

[bookmark: _Hlk212455760]Will my study-related information be shared, disclosed, and kept confidential?
Specify the extent, if any, to which confidentiality of identifiable records will be maintained. Specify the entity(ies) which would potentially share or have access to research files and remove those that are not applicable.

It is anticipated there will be circumstances where your study related information and Protected Health Information (PHI) will be released to persons and organizations described in this form. If you sign this form, you are giving permission to the research team to use and/or disclose your PHI for this study. Your information may be shared or disclosed with others to conduct the study, to comply with regulations, and to help ensure that the study has been done correctly. These other groups may include:

· (Leave applicable entities) Office for Human Research Protections, Food and Drug Administration, or other federal, state, or international regulatory agencies
· TMC HealthCare
· The University of Arizona (UA) and the UA Institutional Review Board 
· (if applicable) The sponsor and/or funder supporting the study, their agents or study monitors
· Your primary care physician or a specialist taking care of your health.

Why will this information be used and/or given to others?
· to do the research, 
· to study the results, 
· to make sure that the research was done right,
· to support regulatory review and approval of the investigational product, and
· to conduct other research related to the investigational product or the medical conditions under investigation. 
If the results of this study are made public, information that identifies you will not be used.

[bookmark: _Hlk212455039]What is HIPAA?
HIPAA (Health Insurance Portability and Accountability Act) is a federal law that protects the privacy of your health information. It sets rules for how your medical data can be used and shared by healthcare providers and researchers.

Once your PHI is shared, it may be re-disclosed by others. If the receiving party is not required to follow HIPAA or similar privacy laws, your information may no longer be protected under those laws.

Who may use and give our information about you? 
The study doctor and the study staff. They may also obtain this information from other healthcare providers who you may see for medical care.

[bookmark: _Hlk212455345]What study-related information and PHI will be obtained, used or disclosed from my medical record?
[bookmark: _Hlk212455395]Information related to this research study that identifies you and your PHI will be collected from your past, present, and future hospital and/or other health care provider medical records. This may include records from Tucson Medical Center (TMC), collaborating institutions listed in the study, and any other healthcare providers or institutions where you have received care, if relevant to the research. These records may be used or disclosed under this authorization for research purposes, even if the institution is not directly involved in the study or listed in the IRB application.

The PHI you are authorizing to be used and/or disclosed in connection with this research study is:
· Specify what PHI, including specific data elements that will be used.

[SAMPLE] The study doctor and study staff will collect your personal and medical information. For example: 
· Past and present medical records,
· Research records,
· Records about phone calls made as part of this research,
· Records about your study visits and information obtained through physical exams, laboratory tests, and imaging tests,
· Study questionnaires,
· Observation of the investigational product used.

[If applicable] If you receive compensation for participating in this research study, information identifying you may be used or disclosed as necessary to provide that compensation.

[bookmark: _Hlk197956447]Why will this information be used and/or given to others?
· to do the research, 
· to study the results, 
· to make sure that the research was done right,
· to support regulatory review and approval of the Study Device, and
· to conduct other research related to the Study Device or the medical conditions under investigation. 

If the results of this study are made public, information that identifies you will not be used.

[bookmark: _Hlk212455056]When will my authorization expire?
There is no expiration date for your authorization. Therefore, unless you cancel this authorization (as instructed below) this authorization will continue to be in effect.

[bookmark: _Hlk212455074]Do I have to sign this authorization form?
You do not have to sign this authorization. However, if you decide not to sign, you will not be able to participate in this research study; but it will not affect any non-study medical treatment or health care, payment, enrollment in any health plans, or benefits.
[bookmark: _Hlk212455131]
What do I need to know if I decide to cancel my authorization?
[bookmark: _Hlk212472465][bookmark: _Hlk212472415]After signing the authorization, you may decide to cancel your previous authorization for the research team to use your PHI. If you cancel the authorization, you will no longer be able to stay in the research study. Please note that any PHI collected before you cancel the authorization may still be used. You may revoke the authorization by contacting the Principal Investigator in writing. The Principal Investigator’s address is listed  under the section titled “Who can answer my questions about the study” at the end of this document. 

Will access be limited to my research study record during this study?
You may or may not have access to the research information developed as part of this study until it is completed [Describe].

[bookmark: _Hlk212455242]Who can answer my questions about this study?
For questions about your rights as a participant in this study, or to discuss other study-related concerns or complaints with someone who is not part of the research team, you may contact the Human Subjects Protection Program Director at 520-626-8630 or online at https://research.arizona.edu/compliance/human-subjects-protection-program.

If you are injured as a result of participating in this study or for questions about a study-related injury, general questions, concerns, or complaints about the study you may contact ____________________ (insert PIs name and contact information here)


To cancel your authorization for access to PHI you must notify the Principal Investigator and/or Research Team in writing at the following address:

Insert address for Investigator

[If Applicable]: 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 this Web site at any time.
[bookmark: _Hlk212455971]Signing the consent and authorization form
I have read (or someone has read to me) this form, and I am aware that I am being asked to participate in a research study and allow the use and disclosure of my health information (PHI) for research purposes.  I have had the opportunity to ask questions and have had them answered to my satisfaction.  I voluntarily agree to participate in this study, and I authorize the use and/or disclosure of my PHI. I am not giving up any legal rights by signing this form.  I will be given a signed copy of this form.

	
	
	
	
	

	Printed name of subject
	
	Signature of subject
	
	Date



If you are enrolling minors or individuals who have a legally authorized representative (LAR), include this section.
	


	
	
	
	

	Printed name of person authorized to consent for subject (when applicable)
	
	Signature of person authorized to consent for subject 
(when applicable)
	
	Date



	

	

	Relationship to the subject
	










TMCH requires signature person obtaining ICF. 
Investigator/Research Staff
I have explained the research to the participant or the participant’s representative before requesting the signature(s) above.  There are no blanks in this document.  A signed copy of this form has been given to the participant or to the participant’s representative.
	

	
	
	
	

	Printed name of person obtaining consent
	
	Signature of person obtaining consent
	
	Date
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