

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

Required Consent Document elements: 
CONSENT TO PARTICIPATE IN RESEARCH
To be conducted at revise as applicable
The University of Texas Southwestern Medical Center 
Children’s Health and any of its affiliated entities



1. Under section explaining costs to participant, add the following if not part of the NMDP informed consent template:
	Ask your doctor or nurse for help finding the right person to talk to if you are unsure which costs will be billed to you or your insurance provider.
		
2. After the paragraph giving contact information for questions, you are required to refer to UTSW as the “UT Southwestern Human Research Protection Program Office” not the “Institutional Review Board”.  

3. Signature: 

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, include this signature section for studies enrolling adults unable to provide consent. Add also to studies enrolling children, If NMDP approval specifies that ONE PARENT signature ONLY is required (greater than minimal risk with prospect of direct benefit or minimal risk) 
	Surrogate Signature Section 


	
	
	
	
	
	
	AM
PM

	Printed Name of Participant 


	
	Signature of Participant 
Giving Assent (10-17) 
(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 NMDP approval specifies that consent must be provided by BOTH PARENTS (greater than minimal risk with no prospect of direct benefit), include this signature section:
	Surrogate Signature Section 

	
	
	
	
	
	
	AM
PM

	Printed Name of Participant 


	
	Signature of Participant 
giving Assent (10-17)
(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







KEEP THIS SECTION
	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 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




KEEP THIS SECTION
	Also, complete this section if IRB approves a non-English short form to be used. 

Interpreter:



	
	
	
	
	
	
	
	AM
PM

	Printed Name of Interpreter


	
	Signature of Interpreter

	
	Date
	
	
	Time



	Witness [Needed when the interpreter is not physically present, e.g., a language line is used]:




		

	
	
	
	
	
	AM
PM

	Printed Name of witness


	
	Signature of witness

	
	Date
	
	Time
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