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University of Texas Southwestern Medical Center 

Note:  This document contains only the language requirements for the institution.  It is not a complete template.

Check the submitted consent form, protocol level WCG approved consent form template, or the sponsor’s template for the sections that need additional language.  

PI/study team will submit track changes on the most recently approved ICF to WCG. Except where tracked in by the site, this specific text is applicable to all informed consent documents. If the language is not in the submitted documents and is applicable, add the language as indicated below.
******************************************************

RESEARCH SUBJECT INFORMATION AND CONSENT FORM

Insert one or more of the following – check the IRSF and submitted consent form for the research location:

The University of Texas Southwestern Medical Center AND
Parkland Health & Hospital System AND/OR
Children’s Health and any of its affiliated entities AND/OR
Scottish Rite for Children
******************************************************

RESEARCH-RELATED INJURY:

Add the following language in addition to the sponsor’s language:
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. Depending on the circumstances, the reasonable medical expenses required to treat such injury or illness may be paid for by the study sponsor. 

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. 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.  

Add Sponsor language here. 

Neither UT Southwestern nor its affiliated partners have any 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 study.
******************************************************

COMPENSATION LANGUAGE/PAYMENT FOR PARTICIPATION:

The site will add the following ClinCard Language anytime payments are ≥$25 (if the funds will be distributed by UT Southwestern accounting). Do not add the language if it is not submitted:
You will be issued a UT Southwestern Greenphire ClinCard, which can be used as a credit or debit card. Compensation will be credited to the card after completion of [modify as appropriate – i.e., study visit]. Your name, address, date of birth and social security number will be shared with a third-party solely for the purposes of compensation processing. Your social security number is needed to process your payments. 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. 

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 are $600 or more in a calendar year, unless it’s a reimbursement.
******************************************************

Confidentiality/hipaa Section:

This institution allows sponsor’s HIPAA text to be embedded in the consent form. In addition institution requires that this information be included under “how the subject’s PHI will be shared”.
· The 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 and any of its affiliated entities, Scottish Rite for Children, Texas Health Resources. 

Questions:
Include the following paragraph after WCG’s rights section:
OR

The University of Texas Southwestern Medical Center Participant Advocate 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 Participant Advocate by calling the office at 214-648-3060.
Signature Section:

Include these signature blocks as appropriate to the research:

If consent provided by adults (without a surrogate), include this signature section:

	Adult Signature Section 

	
	
	
	
	
	
	AM

PM

	Printed Name of Participant
	
	Signature of Participant
	
	Date
	
	Time

	
	
	
	
	
	AM

PM

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

	
	
	
	
	
	
	


If consent provided by a surrogate (enrolling adults unable to provide consent or children), the site will include this signature section. Pre-Board please include the following note to Board as appropriate:

Note to Board:  Assent is required for children 10-17. Insitutional policy does not require assent below age 10. The check box for Legally Authorized Representative may be removed if disallowed by Board
	Surrogate Signature Section 

	
	
	
	
	
	
	AM

PM

	Printed Name of Participant 


	
	Signature of Participant 

Giving Assent

(If incapable of signing, person obtaining consent should initial here)


	
	Date
	
	Time

AM

PM

	Printed Name of Person Giving Consent for Participant   

(If applicable)
	
	Signature of Person Giving Consent

(Parent/(Guardian/(Legally Authorized Representative
	
	Date
	
	Time



	
	
	
	
	
	AM

PM

	Printed Name of Person Obtaining Consent


	
	Signature of Person Obtaining Consent 


	
	Date
	
	Time

	
	
	
	
	
	
	


If Board has directed that consent must be provided by BOTH PARENTS (greater than minimal risk with no prospect of direct benefit), include this signature section. Assent is required for children 10-17. Insitutional policy does not require Assent below age 10:
	Signature Section (two parent signatures) 

	
	
	
	
	
	
	AM

PM

	Printed Name of Participant 


	
	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 Consent for Child   
	
	Signature of Parent 1 Giving Consent


	
	Date
	
	Time

	
	
	
	
	
	AM

PM

	Printed Name of Parent 2 Giving Consent for Child   
	
	Signature of Parent 2 Giving Consent

(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

	
	
	
	
	
	
	


The site will include the following if consent will be obtained via Short Form from non-English speaking subjects:

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.


	AM

PM

Printed Name of Interpreter

Signature of Interpreter

Date

Time



	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.



	AM

PM

Printed Name of Witness

Signature of Witness

Date

Time




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:                                             .         

	
	
	
	
	
	
	AM

PM

	Printed Name of Witness


	
	Signature of Witness


	
	Date
	
	Time
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