Title of Study: must match the title listed on the protocol EXACTLY


Title of Repository: must match the title listed on the protocol EXACTLY



Consent Form Template Instructions:

Unless otherwise indicated, the sections/language in black are standard consent form language and should be included in your study. 
The italicized sections/language are comments or instructions. The [bracketed] sections require language to be inserted or selected. 
Delete any sections that do not apply. When the document is complete, all [bracketed] language should either be omitted or modified to the specifications of your study and italicized comments deleted.
Delete this instruction page before submitting your consent form.


To be conducted at
Local Site(s) 

General Information – “Who is conducting this multi-site research repository?”

The lead Principal Investigator (PI) for this repository is [Insert PI name], Department of [Insert Department name] at UT Southwestern Medical Center. [Insert PI name], a [insert position title] at [insert institution name] is the local researcher conducting the study at the [insert Local Site name]. 

This information sheet will describe any information that you need to know that is specific to [insert Local Site name]. You will also be given the Part 1 informed consent document that will describe the purpose of the study and what will be done. You should talk to the researchers about this study if you have any questions. 

Include if recruiting from investigator’s own patients:  
Your doctor is a research investigator in this study.  The investigator is interested in both your medical care and the conduct of this research study.  At any time, you may discuss your care with another doctor who is not part of this research study.  You do not have to take part in any research study offered by your doctor.

Conflict of Interest 
[bookmark: _Hlk216882779]If one or more members of the research team has a potential financial conflict of interest related to the repository including a monitoring plan from the COI committee, insert the following or similar statement. (Language should be modified to fit the specific facts and circumstances.) Delete this section if no one has a potential financial conflict of interest.
[bookmark: Text1]A member of the research team, [insert name] is
Select and edit the text below as needed
· a paid consultant to the company which is paying for [all / part of] this repository. 
· a paid consultant or paid member of the Advisory Board, and receives payment for lectures from the company which is paying for [all / part of] this repository.
· an unpaid consultant to the company which is paying for [all / part of] this repository.
· a founder of the company, has stock in the company, and is a paid consultant to the company sponsoring this repository.
· an inventor of [insert the drug, compound, device, etc.,], for which a patent may be filed by the institution. If the patent is pursued, based on data from this and other research, royalties and other compensation may be received by the institution and the investigator. Thus, UT Southwestern and the investigator have a financial interest in the repository.

And if appropriate, add:
UT Southwestern owns equity (stock) in the company [insert name of the outside entity here] which is paying for this repository.

And if appropriate, add:
In the future, it is possible that the results of this research could result in a financial benefit to [insert name of the outside entity here] and/or the principal investigator. This institution has taken steps to not let this interfere with the way the repository is conducted or your safety.

And
If you require further information regarding the financial arrangements described in this paragraph, you should discuss the matter with the Principal Investigator. 

Site-specific Procedures and Risks

Insert any site-specific procedures and risks associated with those procedures. Do not duplicate any procedures or risks already listed in the Part 1 consent document.

Payments – Will there be any payments for participation?
Describe the amount or nature (provide details such as cash/check/gift card), when it will be paid/provided (provide details on frequency of compensation and timing), and when the compensation will be prorated if the subject does not complete the repository, provide a schedule. 

If payment is being processed by UTSW to participants, use the below language, otherwise delete and add Site-Specific compensation plans:
You will receive compensation for your time and participation in this research repository. The total amount and type of payment will be provided to you by the study team by [method of payment – i.e., cash, check, or gift card]. Compensation will be provided according to a schedule that outlines when payments will be made:
[Describe payment schedule (e.g., after each completed visit, at specific study milestones, or at the end of participation)]. 

If you withdraw or are withdrawn before completing the study, payment will be prorated based on the number of study visits or procedures completed, as described in the payment schedule above.

If payment is being paid the institution’s participant payment platform, add:
You will be issued a card by a UT Southwestern third-party partner that works like a debit card with the balance going down as you use it. Compensation will be credited to the card after completion of [modify as appropriate – i.e., study visit]. Your social security number is needed to process your payments. Your name, address, date of birth and social security number will be shared with that third-party partner solely for the purposes of compensation processing and to the IRS. Study payments are considered taxable income and are reportable to the IRS. Should you decide not to provide your social security number, or your social security number does not match the name on file with the IRS, your study participation payment will be decreased in accordance with the current IRS tax rate. All information will be stored in a secure fashion.

[Add for all studies that include monetary compensation.]
Please note that if you are on record as owing money to the State of Texas, such as for back child support or a delinquent student loan, the payment may be applied to that debt. 

An IRS Form 1099 will be sent to you if your total payments across multiple studies is $2000 or more in a calendar year, not including reimbursement for expense(s). 

Insert Costs section (below) only if there are additional costs to the subject that may result from participation in the research.
Costs – Will taking part in this repository cost anything?

Describe the possibility of costs to the subject because of participation.

What if a research-related injury occurs?

Use the below text regarding compensation for injuries or modify as per local requirements: 
Always Include:  The researchers have taken steps to minimize the known or expected risks. However, you may still experience problems or side effects, even though the researchers are careful to avoid them. In the event of a research-related injury or if you experience an adverse reaction, please immediately contact your study doctor. See the section “Contact Information” for phone numbers and additional information. You may also need to tell your regular doctors.

If you have an injury or illness from the study device, taking the study drug, or the procedures required for this study, medical care will be provided. 
Instructions: Also Include the Option that is Applicable to this Study. (It is possible that none of the 1-4 options apply to your study).

Option 1: Include if an Outside Entity Agrees to Pay for Injuries 
Depending on the circumstances, the reasonable medical expenses required to treat such injury or illness may be paid for by the study [Funder or UTSW or Other entity].
Option 2: Include if UTSW Pays for Injuries (in situations where a UTSW PI is the Sponsor-Investigator (holder of the IND/IDE) of the Clinical Trial) 
UT Southwestern is a state agency and institution of higher education organized under Texas law. Claims by participants for personal injury caused by a clinical research study sponsored by UT Southwestern may be submitted to UT Southwestern for reimbursement in accordance with the Texas Tort Claims Act (TTCA). The maximum amount of damages recoverable under the TTCA is $250,000. UT Southwestern is not permitted to carry insurance for this purpose.   

Option 3: Include if Funder Pays for Injuries: (language must be consistent with the CTA)
[Describe any compensation available for research-related injury dictated by the Clinical Trial Agreement or contract.]
Option 4: Include if Injury Covered by Someone:
The coverage for such injury or illness is only available if the principal investigator and study sponsor, if applicable, have decided that the injury/illness is directly related to the study drug, device, or procedures and is not the result of a pre-existing condition or the normal progression of your disease, or because you have not followed the directions of the study doctor. 

Always include: If your insurance is billed, you may be required to pay deductibles and co-payments that apply. You should check with your insurance company about any such payments.

We, [UTSW and/or Affiliates or local institution], have no plans to give you money if you are injured. If you sign this form, you do not give up your right to seek additional compensation if you are harmed as a result of being in this repository.

Additional information about your local site:

Insert any information required by state or local laws or institutional policies.

HIPAA Section: Modify and include the rest of this section only when study involves use of Identifiable Health Information:
Research policies require that private information about you be protected and this is especially true for your health information. However, the law sometimes allows or requires others to see your information. The information given below describes how your privacy and the confidentiality of your research records will be protected in this repository. Medical information collected during this study and the results of any test or procedure that may affect your medical care may be included in your medical record. The information included in your medical record will be available to health care providers and authorized persons including your insurance company.

What is Protected Health Information (PHI)? 
Protected Health Information is information about a person’s health that includes information that would make it possible to figure out whose it is. According to the law, you have the right to decide who can see your protected health information. If you choose to take part in this repository, you will be giving your permission to the investigators and the research study staff (individuals carrying out the repository) to see and use your health information for this research study. In carrying out this research, the health information we will see and use about you will include: 
Summarize the types of information that will be obtained in the repository. [Insert applicable data to be collected (e.g., “your medical history and blood work, information that we get from your medical record, information contained in your underlying medical records related to your medical history and treatments prior to the study, information that is created or collected during your participation in the repository including medical and treatment history,  information you give us during your participation in the repository such as during interviews or from questionnaires, results of blood tests; demographic information like your age, marital status, the type of work you do and the years of education you have completed.”)]

We will get this information by specify how the PHI will be gathered for your particular study (e.g., “by asking you, asking your doctor, by looking at your chart at the (name of health care facility)”. 

How will your PHI be shared? 
Because this is a research repository, we will be unable keep your PHI completely confidential. We may share your health information with people and groups involved in or overseeing this research study including:

If applicable, add/edit the following:
· the Sponsor, [name the company], funding the repository. The sponsor includes any people, entities, groups or companies working for or with the sponsor or owned by the sponsor. The sponsor will receive written reports about your participation in the research. The sponsor may look at your health information to assure the quality of the information used in the research.
· the company [name the company] that makes the study drug/device.
· the following collaborators at other institutions that are involved with the repository: [insert name and institution – these are collaborators at institutions not affiliated with UTSW IRB] 
· researchers requesting the use of your materials for other research studies
· For studies with a DSMB/DSMC-include: the committee that checks the repository data on an ongoing basis, to determine if the study should be stopped for any reason.
· the members of the local research team.
· The Institutional Review Board, Human Research Protection Program Office and the Compliance Office of the University of Texas Southwestern Medical Center, and other groups that oversee how research studies are carried out. 
· The Research offices at select all appropriate, delete others: the [University of Texas Southwestern Medical Center, Parkland Health and Hospital System, Children’s Health, Texas Scottish Rite, Texas Health Resources]. 
· If the repository involves a drug or device regulated by the FDA regardless of whether test article is already approved, add: the Food and Drug Administration (FDA) and other U.S. and international governmental regulatory agencies involved in overseeing drug or device research.
· Representatives of domestic and foreign governmental and regulatory agencies may be granted direct access to your health information for oversight, compliance activities, and determination of approval for new medicines, devices, or procedures. 

If you decide to participate in this repository, you will be giving your permission for the groups named above, to collect, use and share your health information. If you choose not to let these groups collect, use and share your health information as explained above, you will not be able to participate in the research repository.

Parts of your PHI may be photocopied and sent to a central location or it may be transmitted electronically, such as by e-mail or fax. The groups receiving your health information may not be obligated to keep it private. They may pass information on to other groups or individuals not named here. This is a required element. If you believe it does not apply to your study, submit a request for an alteration of authorization. 

If the repository involves obtaining genetic information include the following:
The Genetic Information Nondiscrimination Act (GINA) is a Federal law that will protect you in the following ways:
· Health insurance companies and group plans may not request genetic information from this research;
· Health insurance companies and group 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 when making a decision to hire, promote, or fire you or when setting the terms of your employment.

GINA does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance. GINA also does not protect you against discrimination based on an already-diagnosed genetic condition or disease.

How will your PHI be protected? 
Explain the ways privacy will be protected such as:  In an effort to protect your privacy, the repository staff will use code numbers instead of your name, to identify your health information. Initials and numbers will be used on any photocopies of your study records, and other repository materials containing health information that are sent outside of the [name the study site or sites] for review or testing. If the results of this study are reported in medical journals or at meetings, you will not be identified.

Do you have to allow the use of your health information?
You do not have to allow (authorize) the researchers and other groups to see and share your health information. If you choose not to let the researchers and other groups use your health information, there will be no penalties, but you will not be allowed to participate in the repository. 

After you enroll in this repository, you may ask the researchers to stop using your health information at any time. However, you need to say this in writing and send your letter to [give the name and full mailing address of the person to whom a request to revoke authorization must be sent]. If you tell the researchers to stop using your health information, your participation in the repository will end and the repository staff will stop collecting new health information from you and about you for this study. However, the repository staff will continue to use the health information collected up to the time they receive your letter asking them to stop.

Can you ask to see the PHI that is collected about you for this repository? 
The federal rules say that you can see the health information that we collect about you and use in this study. Contact the repository staff if you have a need to review your PHI collected for this repository. 

Explain any limitations that might affect the subjects’ access to their PHI, for example:
You will only have access to your PHI until [insert date or event].
Or, if the nature of the study makes it necessary or preferable to temporarily suspend access, explain this by adding:  
Because of the type of research, you can only access your PHI when the study is done. At that time, you have the right to see and copy the medical information we collect about you during the repository, for as long as that information is kept by the repository staff and other groups involved. 

How long will your PHI be used? 
Choose either the authorization to use PHI expires at the end of the study or state the specific date when PHI will no longer be used. This element is required by HIPAA regulations to be in an authorization. 

End of the study
By signing the Part 2 consent form, you agree to let us use and disclose your health information for purposes of the repository until the end of the study. This permission to use your personal health information expires when the research ends, and all required study monitoring is over.

Or, on a specific date
By signing the Part 2 consent form, you agree to let us use and disclose your health information for purposes of the repository until [insert a specific date]. This permission to use your personal health information expires on the date noted above.

Contact Information – Who can you contact if you have questions, concerns, comments or complaints?

[bookmark: _Hlk223947371]If you have questions now, feel free to ask us. If you have additional questions later or you wish to report a problem or complaint which may be related to this study, please contact:
MD is reserved for physicians licensed in the US; unlicensed physicians should use “Research Assistant” or similar title.

If any of the numbers given for contacts are PAGER numbers, add instructions for using a pager, such as:  
To use the pager, you need to have a touch tone (push button) telephone. Dial the pager number as you would any phone number. When you hear 3 short high-pitched beeps, dial in the number where you want the doctor to call you back. Push the # button, hang up and wait for the doctor to return your call.

Primary contact:
[Insert name and degrees] can be reached at [provide telephone number(s), with area code, that can be reliably reached during and after normal work hours]

If primary is not available, contact
[Insert name and degrees] can be reached at [provide telephone number(s), with area code, that can be reliably reached during and after normal work hours]

[Insert Local HRPP Office Contact Information]


This form is yours to keep.

Use the below signature block templates or modify as per local requirements. Please note that any requirements for signatures beyond those required by appropriate federal regulations must be accompanied by a written policy, state law, or other local requirement or the IRB may not approve. 
Research Consent & Authorization Signature Section
If you agree to participate in this research and agree to the use of your protected health information in this research, sign this section. You will be given a copy of Part 1 and Part 2 of this form to keep. You do not waive any of your legal rights by signing this form.

Sign this form Only if the following statements are true:
· You have read (or been read) the information provided above.
· Your questions have been answered to your satisfaction about the research and about the collection, use and sharing of your protected health information.
· You have freely decided to participate in this research, or you are voluntarily giving your consent for another person to participate in this study because you believe this person would want to take part if able to make the decision and you believe it is in this person’s best interest. 
· You understand that a copy of the Part 1 and Part 2 signed consent document, information about this study, and the results of any test or procedure that may affect your medical care, may be included in your medical record. Information in your medical record will be available to health care providers and authorized persons including your insurance company.
· You authorize the collection, use and sharing of your protected health information (another person’s protected health information) as described in this form.
If consent provided by adults (without a surrogate), include this signature section:
Adult Signature Section
[bookmark: _Hlk216897066]

			
Printed Name of Participant	Signature of Participant

			
Date		Time AM/PM

			
Printed Name of Person Obtaining Consent	Signature of Person Obtaining Consent

			
Date		Time AM/PM

If consent provided by a surrogate, include this signature section for studies enrolling adults unable to provide consent, or children:
Surrogate Signature Section
[bookmark: _Hlk216896265]

			
Printed Name of Participant Giving Assent	Signature of Participant Giving Assent (If incapable of signing, person obtaining consent should initial here)

			
Date		Time AM/PM

			
Printed Name of Person Giving		Signature of Person Giving Consent
Consent for Participant (If applicable)	☐Parent/☐Guardian/☐Legally Authorized 					Representative   

			
Date		Time AM/PM

			
Printed Name of Person Obtaining Consent	Signature of Person Obtaining Consent

			
Date		Time AM/PM





If consent must be provided by a BOTH PARENTS (greater than minimal risk with no prospect of direct benefit), include this signature section:
Signature Section (two parent signatures)                                                                        

			
Printed Name of Participant Giving Assent	Signature of Participant Giving Assent (If incapable of signing, person obtaining consent should initial here)

			
Date		Time AM/PM

			
Printed Name of Parent 1 Giving		Signature of Parent 1 Giving Consent for Child
Consent for Child	

			
Date		Time AM/PM

			
Printed Name of Parent 2 Giving		Signature of Parent 2 Giving Consent for Child
Consent for Child		(Required unless: deceased, unknown, incompetent, not readily available, or no longer has legal parental rights)

			
Date		Time AM/PM

			
Printed Name of Person Obtaining Consent	Signature of Person Obtaining Consent

			
Date		Time AM/PM

If consent will be obtained via Short Form from non-English speaking subjects, include this signature section:
Witness / Interpreter Signature Section
Interpreter/witness (Interpreter signature required per hospital policies when physically present.) 
I attest that I have interpreted the information in this consent form, and it was explained to, and apparently understood by the subject or the subject's legal authorized representative, and that informed consent was freely given by the subject or the subject’s legally authorized representative as indicated by their signature on the associated short form.

			
Printed Name of Interpreter	Signature of Interpreter

			
Date		Time AM/PM

Witness Signature (required when interpreter is not physically present-e.g., Language Line is used):
By signing below:
I attest that the information in the consent form was accurately explained to and apparently understood by the subject or the subject's legal authorized representative, and that informed consent was freely given by the subject or the subject’s legally authorized representative as indicated by their signature on the associated short form.

			
Printed Name of Witness		Signature of Witness

			
Date		Time AM/PM

Keep this Section
Blind or Illiterate Signature Section
At the time of consent, also complete this section if consent is obtained from an individual who is unable to read and/or write but can otherwise communicate and/or comprehend English (e.g., blind, physically unable to write, etc.) 

Declaration of witness:
By signing below, I confirm I was present for the entire consent process. The method used for communication (e.g., verbal, written, etc.) with the subject was:                                     . 

The specific means (e.g., verbal, written, etc.) by which the subject communicated agreement to participate was:                                              .       

			
Printed Name of Witness	Signature of Witness

			
Date		Time AM/PM
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