Information Sheet about participation in a research study titled: Name of Study


To be conducted at 

Select appropriate Study sites – delete others
The University of Texas Southwestern Medical Center 

Parkland Health & Hospital System

Children’s Health
Retina Foundation of the Southwest

Texas Scottish Rite Hospital for Children

Texas Health Resources

Local Site(s)
Key Information (The consent form must begin with a concise and focused presentation of the key information such as purpose of the study, duration of participation, major requirements of the study and potential benefits.)
Who is conducting the study?  The lead Principal Investigator (PI) for this multi-site study is PI, Department of Insert Department at UT Southwestern Medical Center. [PI name], a [position title] at [institution] is the local researcher conducting the study at the Local Site.

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.

What is the purpose of the research? (Describe the purpose of the research)
Who is asked to participate? (Describe what makes subjects eligible) 
Do you have to be in this study? You do not have to participate if you don't want to.  You may also leave the study at any time.  If you decide to stop taking part in this research study, it will not affect your relationship with the UT Southwestern staff or doctors. Whether you participate or not will have no effect on your legal rights or the quality of your health care. If you are a medical student, fellow, faculty, or staff at the Medical Center, your status will not be affected in any way.

What are the Research Procedures and Risks? (Insert study-wide and local procedures and risks associated with those procedures. Explain procedures, how long each procedure lasts, total time commitment in study, etc.)
Payment (Insert local payment information here, when applicable)
Costs (Insert local cost information here, when applicable)
What are the Benefits? You may not receive any personal benefits from being in this study. We hope the information learned from this study will benefit other people with similar conditions in the future.
Confidentiality (Describe how information will be protected to maintain confidentiality)
Information we learn about you in this study will be handled in a confidential manner. If we publish the results of the study in a scientific journal or book, we will not identify you. 
Any data collected as part of this study may be used for future research studies without your consent. Any information that identifies you will be removed before it is used for future research studies. 
Additional information about your local site: (Insert any information required by state or local laws or institutional policies.)
Insert this Future Research section for studies collecting identifiable samples or data
Use one of the two following statements regarding future research use (note: this is different from optional future research that may occur):
How will my information and/or tissue samples be used?
With appropriate permissions, your samples and collected information may also be shared with other researchers here, around the world, and with companies.
By agreeing to participate in this study, your information or tissue samples could be used for future research studies or sent to other investigators for future research studies without additional consent from you. The information that identifies you will first be removed from your information or tissue samples. If you do not want your information or tissue samples to be used for future research studies without your consent, you should not participate in this study.
OR
Your personal information and/or biospecimens collected during this study will not be used or distributed for future research studies even if the information is de-identified and cannot be linked back to you.
HIPAA Section: Modify and include the rest of this section only when study involves use of IDENTIFIABLE HEALTH INFORMATION:

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 study, you will be giving your permission to the investigators and the research study staff (individuals carrying out the study) 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 study.

Examples - 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 study including medical and treatment history,  information you give us during your participation in the study 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.
How will your PHI be shared?  Because this is a research study, we will be unable to keep your PHI completely confidential.  We may share your health information with people and groups involved in overseeing this research study including:

If applicable, add/edit the following:
· the Sponsor, [name the company], funding the study. 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 study: [insert name and institution – these are collaborators at institutions not affiliated with UTSW IRB] 

· [For studies with a DSMB/DSMC-include] the committee that checks the study 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. 
· 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 study, 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 study.
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 using Form H.]
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 study.  
After you enroll in this study, 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 study will end and the study staff will stop collecting new health information from you and about you for this study.  However, the study staff will continue to use the health information collected up to the time they receive your letter asking them to stop.

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

Completing the study procedures indicates that you agree to let us use and disclose your health information for purposes of the study 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

Completing the study procedures indicates that you agree to let us use and disclose your health information for purposes of the study 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?
Primary local study team 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]
The University of Texas Southwestern Medical Center Human Research Protection Program (HRPP) oversees research on human subjects.  HRPP and Institutional Review Board (IRB) representatives will answer any questions about your rights as a research subject, and take any concerns, comments or complaints you may wish to offer.  You can contact the HRPP by calling the office at 214-648-3060.

Before you agree to participate, make sure you have read (or been read) the information provided above; your questions have been answered to your satisfaction; and you have freely decided to participate in this research.  
Page 2 of 4
Form E.I – Information Sheet, v3 April 2024

