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UTHealth Houston IRB Informed Consent Template
Use this informed consent template for interventional studies.
Consent Template Version January 2026


This informed consent template is designed to help study teams create informed consent documents that meet federal regulations and HIPAA requirements. 

Informed consent must begin with a concise and focused presentation of the key information that is most likely to assist a prospective subject or legally authorized representative in understanding the reasons why one might or might not want to participate in the research. 

This part of the informed consent must be organized and presented in a way that facilitates comprehension. Informed consent as a whole must present information in sufficient detail relating to the research and must be organized and presented in a way that does not merely provide lists of isolated facts, but rather facilitate the prospective subject's or legally authorized representative's understanding of the reasons why one might or might not want to participate. 
(Refer to Examples of Lay Summary) 

The consent document should be written in the second person style to create a conversational tone, emphasizing that information is being provided and that the participant has a choice. Avoid using the first person, which can imply presumed consent. Use active language wherever possible to enhance clarity and engagement.

Consent documents should not be greater than 8th grade reading level. Technical and scientific terms should be adequately explained using common or lay language. Use images when possible. 

Delete all the instructional text in red. 
Replace all the blue text with study specific information. 
Any sections tagged with ‘if applicable’ may be deleted if not applicable to the study. 
Ensure that the information in the consent form is consistent with the study protocol. 

Refer to the following resources to help you develop an informed conesnt for your study: 
1. Examples of Lay Summary 
2. Example Text for Common Study Procedures
3. Plain Language Resource

Contact cphs@uth.tmc.edu if you have any comments, feedback or suggestions about this consent template. 
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CONSENT TO TAKE PART IN RESEARCH

	Study Title:	
	<Study Alias or  www.clinicaltrials.gov title, if the study not registered use iRIS study alias>

	Full Study Title:	
	< the full protocol title>

	National Clinical Trial Number
	<Enter NCT#>  or (# To be Assigned) 
Delete this row if study is not registered.

	Study Sponsor:	
	<if the study is not sponsored, delete this line>

	Principal Investigator:
	
	<PI name, credentials; e.g. John Smith, MD, Professor, Internal Medicine, UTHealth>

	Study Contact:
	<include the name and phone number; e.g., Jane Doe, RN, Research Nurse, XXX-XXX-XXXX>

	Version:
	Version Number  and/or Version Date



Insert this paragraph only for studies enrolling children or adults with cognitive impairment.
If you are giving consent on behalf of <your child/your next of kin/someone for whom you are legally authorized representative> to participate in this research study please note that in the following sections, the word “you” refers to the person you are providing consent for.

We are inviting you to be part of this research study, but taking part is completely up to you. You can choose not to join or leave the study at any time. Your decision will not affect the care you receive at the University of Texas Health Science Center at Houston (UTHealth Houston) (include Memorial Hermann Healthcare System (MMHS) or Harris Health System (HHS), as applicable) 

Key Study Information 
(below is an example for presenting key study information. You may present this section in a different format. There are other examples here -  Key Information Section Examples  )
Purpose: The purpose of this study is to <briefly state the purpose of the study>.  If you choose to participate in this study, you will be asked to <please briefly describe the study procedures in a sentence or two>.  
Time Commitment: The total amount of time you will be in this study is <briefly describe the time commitment – duration and frequency>.
Risks: There are potential risks involved with this study that are described in this document.  Some known risks include <briefly describe the most common risks>. 
Potential Benefit: There may be potential benefits to you such as <please add potential direct benefits to the subject here>. If there are no potential direct benefits to participants, you may say There are no potential direct benefits to you, however, your participation may help researchers learn about <state objective of study>

Alternatives: There are alternative <procedures or courses of treatments> to participating in this research study, such as <briefly describe alternatives procedures or courses of treatments>. If this isn’t a treatment or diagnostic trial, you may omit this section. 
If you are interested in participating, please continue to read this consent document.

What is the purpose of this research study?
The purpose of this study is to see how well <name the study intervention> works at <treating/diagnosing/or appropriate study term> people with <name the study condition>. 

You are being asked to take part in this research study because you have <XXXX>. 

This <name the study intervention > has not been approved by the Food and Drug Administration (FDA); therefore it is called an investigational drug/device.  
OR
This <name the study intervention > is approved by the Food and Drug Administration (FDA); however, it has not been approved for this indication, therefore it is called an investigational drug/device.  
OR
This surgical procedure is an innovative approach that has not been widely performed in clinical practice and is considered a new technique.

We expect to enroll <XXXX> participants to take part in the study <worldwide/in this country/in this city > including approximately <state local enrollment target> at UTHealth Houston (and MHH or HHS) . 

Any financial interests related to this study?
Include only if any of the study personnel has a financial conflict of interest related to this study: (delete if not applicable)
The <state the name of the individual with the conflict> <state the conflict – e.g. owns equity, receives payment for consulting or other services, is an inventor of the drug/compound/device> <state the name of the company> which is paying for this research. You may ask <state the name of the PI> for more information about this financial interest. 

What will happen if you take part in this study? 
Participants should be fully informed about the activities, procedures, and experiences they will encounter during the study. Explain what will be done as part of study procedures.  State the information in simple short sentences. State the study disease/condition in lay terms: e.g. heart attack instead of myocardial infarction. Clearly state the use of experimental drugs, devices, treatment, etc. If this is a registry where clinical information is taken from the medical record, please describe the type of information that will be collected. In some cases, it may help to include a timeline (e.g., week 1, week 2, 4 weeks later, etc.) or a chart outlining the procedures, medications, and outpatient visits involved. If the clinical trial includes usual care as part of the study protocol, this should also be clearly explained to the participant. Refer Guidance on Common Study Procedures. 

Listed below are exams, tests, and procedures that need to be done as part of this study to monitor your safety and health but may not be included in the usual care.  We will use them to carefully follow the effects of the study treatment, including preventing and managing side effects. 

How long will you be in the study?
Address how long participants will be involved in the study. State how many times they will need visit the study location and any long term follow up via telephone. 
If you agree to take part, your participation will last for <state duration in days, weeks, months, or years> and will involve <state the number of visits>. 

Examples: 
· If you take part in this study, you would be in this study for about 6 months and visit the clinic 4 
· You would be in this study for 18 months. You will be asked to take the study drug for 1 year during which you will have 6 study visits in the clinic. After you stop taking the drug, the study team will call you over the phone every two months for 6 months.
· We would like to keep track of your medical condition for up to 5 years. We would do this by calling you on the phone or sending you an email once a year to see how you are doing. Checking up on you over time helps us look at the long-term effects of the study.

What are other options to taking part in this study? 
Discuss the usual approaches for treatment of patients with this condition in a few sentences.  If the study intervention is available outside of the study, please outline them here. The regulations require disclosure appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject. If this is not a treatment/diagnostic trial then this section may not be applicable and may be deleted.
You may select other options than being in this research study. <list other study treatment/diagnostic options>

What are the risks of taking part in this study?
If there are multiple study interventions and study procedures, please separate the risks by each study intervention/procedures. Study team should assess what the best way to present is for their population. Please refer to risks of common study procedures. Common Study Procedures - Example Text) 
There are both risks and benefits to taking part in this study.  It is important for you to think carefully about these as you make your decision. If you choose to take part in this study, there is a risk that the <study intervention> may not work. 

There is also a risk that you could have side effects from the <study intervention>.  <These side effects may different <(and or worse)> than you would get with the usual treatment. > 

Some of the most common side effects that the study doctors know about are:
In a bulleted list, identify the most important risks, similar to the information that a doctor might deliver in the clinical context in telling a patient how sick the study intervention will make them, but with a particular emphasis on how those risks are changed by participating in the study.  This should be a brief list (generally around 5 although more may be necessary), including the most important reasonably foreseeable risks and discomforts. 

Some of the less common side effects that the study doctors know about are:
In a bulleted list, identify the less frequent risks.  This should be a brief list including the most important reasonably foreseeable risks and discomforts. 

There may be some risks that the study doctors do not yet know about.  

What are the benefits to taking part in this study?
There is some evidence in people with <state name of condition> that the <study intervention> can <list potential benefits>.  However, we do not know if this will happen in everyone with <state name of condition>. This study may help the study doctors learn things that may help other people in the future.

Can you stop taking part in this study?
You may decide to stop taking part in the study at any time. To withdraw from the study, please contact <PI Name> at <XXX-XXX-XXXX>.

Add the following for treatment trials and edit as relevant to this study. 
Your doctor or the sponsor can stop the study at any time. They may stop your participation in the study if your condition worsens, the study is stopped, the study drug is no longer available, you do not meet all the requirements of the study, or the study is not in your best interest.  If your participation in the study is stopped, your doctor will discuss other options for your treatment. 

If you stop participating in this study, the information already collected about you will still be used in the data analysis. However, no further information will be collected without your permission.

Delete the following section if the study involves just one study visit. 
While taking part in this study, the study team will notify you of new information that may become available and could affect your willingness to stay in the study.

What happens if you are injured during the study?
When the study has no provision for treatment, Option A:
If you suffer an injury as a result of taking part in this research study, please understand that nothing has been arranged to provide free treatment of the injury or any other type of payment. However, necessary facilities, emergency treatment, and professional services will be available to you, just as they are to the general community. You should report any such injury to <insert PI name and phone number>. You will not give up any of your legal rights by signing this consent form.

When the study has no provision for treatment, Option B:
If you are injured or have any harmful effects during the course of the research study, treatment will be available to you. You or your insurance company will be billed for any treatment. You should report any such injury to <insert PI name and phone number>. You will not give up any of your legal rights by signing this consent form.

When the study is sponsor initiated, and there is a provision of treatment (please note that this language is mandatory for pharmaceutical company sponsored protocols) choose Option C or D as relevant for the study: 
Option C: If you suffer any injury as a result of taking part in this research study the sponsor of this study, <insert sponsor's name>, will pay for reasonable and necessary medical expenses if the injury is a direct result of taking the study medicine or undergoing study procedures, and not due to the natural course of any underlying disease or treatment process. You should report any such injury to <insert PI name and phone number>. You will not give up any of your legal rights by signing this consent form.

Option D: If you are injured or have any harmful effects during the course of the research study, treatment will be available to you. You will not have to pay any charges for treatment for injuries resulting due to direct result of study medicine or device or study procedures that would not have otherwise been done as part of your regular care. You or your insurance will be billed for all treatment for injuries due to the natural course of the disease or due to treatments; you may have received even if you were not part of the research study. 

Add when a sponsor is paying for treatment for research related injuries:
If you are treated for a research injury that is paid for by <Study Sponsor>, <Study Sponsor> or its representative will collect your name, date of birth, gender, and Medicare Health Insurance Claim Number or Social Security Number to determine your Medicare status. If you are a Medicare beneficiary, <Study Sponsor> will report the payment and information about the study you are in to the Centers for Medicare & Medicaid Services, in accordance with CMS reporting requirements. <Study Sponsor> will not use this information for any other purpose.

What are the costs of taking part in this study?
Include only if the study has funding: (delete if not applicable) – move a bit further down.
<State the name of the sponsor or funding agency> is paying UTHealth for their work on this study.
The sponsor will pay for the special tests and examinations that are required by this study and not otherwise part of your standard medical care. 

Include if study also involves standard of care procedures: 
However, many of the tests, procedures, and exams you will receive are believed to be part of standard medical care, and may or may not be covered by your medical insurance. If your medical insurance does not pay for your care you will be responsible for the cost of the medical care related to your condition including laboratory tests, deductibles, co-payments, physician and clinic fees, hospitalization and procedures.

If you receive a bill that you believe is related to your taking part in this research study, please contact <PI Name>, or research staff at <XXX-XXX-XXXX> with any questions.

Will you receive any payments in this study?
You will receive $XX  for each study visit and a total of $XXX.  
Example: If you drive to your study visit and park in the on-site parking garage, parking validation will be provided to cover the cost of parking. You will also be reimbursed for ride share costs or mileage based on the distance traveled to attend study visits.

Include if compensation will exceed $600 in a calendar year:
If you are paid more than $600 for being in this study, you’ll need to fill out a W-9 form, which asks for your Social Security Number. This will be shared with the accounting department who will will submit a 1099 form to the Internal Revenue Services and provide you with a copy for your tax records.

How will privacy and confidentiality be protected?
Your privacy is important and your participation in this study will be kept confidential. However, absolute confidentiality cannot be guaranteed. 

If you sign this document, you give permission to UTHealth Houston, Memorial Hermann Healthcare System, or Harris Health System to use and disclose (release) your health information.  

The health information that we may use or disclose for this research includes: <Provide a description of information to be used or disclosed for the research project. This may include, for example, all information in a medical record, results of physical examinations, medical history, lab tests, or certain health information indicating or relating to a particular condition>. 

Please understand that if your medical records contains any information relating to HIV infection, drug abuse, alcohol abuse, behavioral health, and psychiatric care, this may information may be seen by the researchers. 

If the study has a Certificate of Confidentiality – insert the language regarding CoC from the Guidance- Common Study Procedures. 
You will not be personally identified in any reports or publications that may result from this study. If all information that does or can identify you is removed from your health information, the remaining information will no longer be subject to this authorization and may be used or disclosed for other purposes.

People who receive your health information may not be required by Federal privacy laws (such as the Privacy Rule) to protect your health information and may share your information with others without your permission, if permitted by laws governing them. 

Use for Investigator Initiated Studies:
Personal identifiers such as your name and medical record number will be removed from the information and samples collected in this study and your information will be identified only with a study code number. After we remove all identifiers, your information or samples may be used for future research or shared with other researchers without your additional informed consent. 

Use for Industry Sponsored Studies: 
Please understand that research study data will be sent to the sponsor of this research study, <Study Sponsor>. The data that will be sent to the sponsor will not include your name but may include your initials, date of birth, date of study visits, and date of study procedures.  

Use for Collaborative Research Studies: 
Please understand that research study data will be sent to the research collaborators at other Universities. The data that will be shared will not include your name but may include your initials, date of birth, date of study visits, and date of study procedures.  

Representatives of the organizations listed below will see your name and other personal identifiers when they review your research records and medical records for the purposes of verifying study data:
· Representatives of UTHealth and/or Memorial  Hermann Health System and/or Harris Health System
· Representatives from the U.S. Food and Drug Administration (FDA)
· Representatives of the sponsor of this research including contract research organizations
· Companies engaged with the UTHealth for the commercialization of the results of the research study 

Please note that you do not have to sign this Authorization, but if you do not, you may not participate in this research study. UTHealth and Memorial Hermann Health System or Harris Health System may not withhold treatment or refuse treating you if you do not sign this Authorization. 

You may change your mind and revoke (take back) this Authorization at any time. Even if you revoke this Authorization, researchers may still use or disclose health information they already have obtained about you as necessary to maintain the integrity or reliability of the current research.  To revoke this Authorization, you must contact <PI Name> in writing at <email address – guidance on email addresses>.

This Authorization will expire 15 years after the end of the study. 

Where can I learn more about this study? 
If this study is registered on ClinicalTrials.gov or if a publicly accessible website provides additional information about the study, include the relevant details here. If the study is not registered and no public information is available, you may remove this section.

Include only if the trial must be registered under U.S. Law: (this language may not be edited) 
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.

Include only if the trial will be registered even though not required by U.S. Law: 
A description of this clinical trial will be available on http://www.ClinicalTrials.gov. 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.

Who can you contact if you have questions about the study?
It is important to have a reliable way for study participants to reach out to study team members. For treatment trials it is important to have 24 hour phone numbers. There are several options to obtain study phone numbers such as Grasshopper, Google Voice or UTHealth Houston issued study specific phone number). 

If you have questions at any time about this research study, please contact the <insert the PI or study coordinator name> at <insert 24 hour phone number>, as they will be glad to answer your questions. You can contact the study team to discuss problems, report injuries, voice concerns, obtain information in addition to asking questions about the research. 

The Committee for Protection of Human Subjects at the University of Texas Health Science Center has reviewed this research study. You may contact them for any questions about your rights as a research subject, and to discuss any concerns, comments, or complaints about taking part in a research study at (713) 500-7943.



Suggested language for optional checkboxes, delete if not relevant for this study. 
Optional Consent Items: 
In addition to participating in this study, you are being asked to consider the following optional permissions. Please read each statement carefully and check the box that reflects your choice.


☐ I give my permission for my biological samples collected for this study to be shared with other researchers for future research studies.
By checking this box, you are allowing the study team to share the biological samples collected during this study to share with qualified researchers outside of this study team. These researchers may use your biological samples for future research studies.  Your identity will not be shared with them without your consent. 

☐ I agree to be contacted in the future about participating in other research studies.
By checking this box, you are allowing the study team to keep your contact information and reach out to you about possible participation in future research studies. You can choose whether or not to participate at that time.


Use this signature block for research involving adults who are able to provide their own consent: 
SIGNATURES
Sign below only if you understand the information given to you about the research and you choose to take part in this research study. Make sure that all your questions have been answered. If you decide to take part in this research study, a copy of this signed consent form will be given to you.



	
	
	
	
	

	Printed Name of Participant





	
	Signature of Participant
	
	Date              

	
	
	
	
	

	Printed Name of Person Obtaining Informed Consent
	
	Signature of Person Obtaining Informed Consent
	
	Date              




Use this signature block when the IRB has approved inclusion of children in the research and requires only one parent to sign: 

SIGNATURES
Sign below only if you understand the information given to you about the research and you allow your child to take part in this research study. Make sure that all your questions have been answered. If you decide to take part in this research study, a copy of this signed consent form will be given to you.


	
	
	
	
	

	Printed Name of Participant





	
	
	
	

	
	
	
	
	

	Printed Name of Authorized Representative



	
	Signature of Authorized Representative
	
	Date              

	Relation to Participant
	
	
	
	

	




	
	
	
	

	Printed Name of Person Obtaining Informed Consent
	
	Signature of Person Obtaining Informed Consent
	
	Date              





Use this signature block when the IRB has approved inclusion of children in the research and requires both parents to sign: 

SIGNATURES
Sign below only if you understand the information given to you about the research and you allow your child to take part in this research study. Make sure that all your questions have been answered. If you decide to take part in this research study, a copy of this signed consent form will be given to you.


	

	
	
	
	

	Printed Name of Participant





	
	
	
	

	
	
	
	
	

	Printed Name of Mother





	
	Signature of Mother 
	
	Date              

	Printed Name of Father


	
	Signature of Father 
	
	Date              

	




	
	
	
	

	Printed Name of Person Obtaining Informed Consent
	
	Signature of Person Obtaining Informed Consent
	
	Date              





Contact Name:                 Telephone:  




Contact Name:  
Telephone:  
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