Copy and paste the correct signature template into the consent form. If using a combined consent/authorization form, use the blue bracketed text. Otherwise, delete the blue text.

Adults only - Minimal to Moderate Risk Studies

Agreement to be in this study <and use my data>
I have read and initialed each page of this informed consent <and HIPAA authorization> form (or it was read to me).  I was informed about the possible risks and benefits of being in this study.  I know that being in this study is voluntary.  I choose to be in this study.  I know I can stop being in this study at any time.  I will get a copy of this form after it is signed.

	
	
	
	
	

	Signature of Participant
	
	Date
	
	Printed Name of Participant

	
	
	
	
	

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


Adults only - Minimal to Moderate Risk Studies – with a Witness Statement

Agreement to be in this study <and use my data>
I have read and initialed each page of this informed consent <and HIPAA authorization> form (or it was read to me).  I was informed about the possible risks and benefits of being in this study.  I know that being in this study is voluntary.  I choose to be in this study.  I know I can stop being in this study at any time.  I will get a copy of this form after it is signed.

	
	
	
	
	

	Signature of Participant
	
	Date
	
	Printed Name of Participant

	
	
	
	
	

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


By signing this consent form, I attest that the information in the consent form and any other written information was accurately explained, the subject apparently understood the information, and informed consent was given freely.

	
	
	
	
	

	Signature of Witness
	
	Date
	
	Printed Name of Witness


Adults - Minimal to Moderate Risk    AND

Children – Child Risk Assessment 46.404 or 46.405

Instructions: When a child is enrolled, print the child’s name on the line, “Printed Name of Participant” (first line). Parent should write and sign his/her own name on the line “Signature of Parent or Legal Guardian” (second line). 

Agreement to be in this study <and use my data>
I have read and initialed each page of this informed consent <and HIPAA authorization> form (or it was read to me).  I was informed about the possible risks and benefits of being in this study.  I know that being in this study is voluntary.  I choose to be in this study.  I know I can stop being in this study at any time.  I will get a copy of this form after it is signed.

	
	
	
	
	

	Printed Name of Participant (or Child)
	
	Date
	
	Signature of Participant (Adults only)

	
	
	
	
	

	Signature of Parent or Legal Guardian
	
	Date
	
	Printed Name of Parent or Legal Guardian

	Relationship to Child:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

	
	
	
	
	

	
	
	
	
	

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


Children only – Child Risk Assessment 46.404 and 46.405

Agreement to be in this study <and use my data>
I have read and initialed each page of this informed consent <and HIPAA authorization> form (or it was read to me).  I was informed about the possible risks and benefits of being in this study.  I know that being in this study is voluntary.  I choose to be in this study.  I know I can stop being in this study at any time.  I will get a copy of this form after it is signed.

	
	
	
	
	

	Printed Name of Child
	
	
	
	

	
	
	
	
	

	Signature of Parent or Legal Guardian
	
	Date
	
	Printed Name of Parent or Legal Guardian

	Relationship to Child:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

	
	
	
	
	

	
	
	
	
	

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


Children only – Child Risk Assessment 46.406 (requiring the signature of BOTH parents)

Agreement to be in this study <and use my data>
I have read and initialed each page of this informed consent <and HIPAA authorization> form (or it was read to me).  I was informed about the possible risks and benefits of being in this study.  I know that being in this study is voluntary.  I choose to be in this study.  I know I can stop being in this study at any time.  I will get a copy of this form after it is signed.

	
	
	
	
	

	Printed Name of Child
	
	
	
	

	
	
	
	
	

	Signature of Parent or Legal Guardian
	
	Date
	
	Printed Name of Parent or Legal Guardian

	Relationship to Child:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

	
	
	
	
	

	Signature of Second Parent / Guardian
	
	Date
	
	Printed Name of Second Parent

	Relationship to Child:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

	
	
	
	
	

	Signature of Person Obtaining Consent


	
	Date
	
	Printed Name of Person Obtaining Consent

	If only one parent can sign this consent, indicate the reason that applies to the other parent:

 FORMCHECKBOX 
 Deceased

 FORMCHECKBOX 
 Unknown

 FORMCHECKBOX 
 Legally incompetent

 FORMCHECKBOX 
 No legal responsibility for the care and custody of the child

 FORMCHECKBOX 
 Not reasonably available – indicate why      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

(acceptable reasons for this category must not be based on convenience)


Adults only - Studies requiring investigator consent 

Agreement to be in this study <and use my data>
I have read and initialed each page of this informed consent <and HIPAA authorization> form (or it was read to me).  I was informed about the possible risks and benefits of being in this study.  I know that being in this study is voluntary.  I choose to be in this study.  I know I can stop being in this study at any time.  I will get a copy of this form after it is signed.

	
	
	
	
	

	Signature of Participant
	
	Date
	
	Printed Name of Participant

	
	
	
	
	

	Signature of Person Obtaining Consent


	
	Date
	
	Printed Name of Person Obtaining Consent


	I met with an investigator for the study.  The procedure and the risks were described to me and my questions were answered. I was informed that I have the right to refuse to participate in the study at any time.

	
	
	
	
	

	Signature of Participant
	
	Date
	
	Printed Name of Participant

	
	
	
	
	

	Signature of Investigator Obtaining Consent
	
	Date
	
	Printed Name of Investigator Obtaining Consent


Adult – High Risk    AND
Children – Child Risk Assessment 46.405 with High Risk Procedures
Agreement to be in this study <and use my data>
I have read and initialed each page of this informed consent <and HIPAA authorization> form (or it was read to me).  I was informed about the possible risks and benefits of being in this study.  I know that being in this study is voluntary.  I choose to be in this study.  I know I can stop being in this study at any time.  I will get a copy of this form after it is signed.

	
	
	
	
	

	Printed Name of Participant (or Child)
	
	Date
	
	Signature of Participant (Adults only)

	
	
	
	
	

	Signature of Parent or Legal Guardian
	
	Date
	
	Printed Name of Parent or Legal Guardian

	Relationship to Child:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

	
	
	
	
	

	
	
	
	
	

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


	I met with an investigator for the study.  The procedure and the risks were described to me and my questions were answered. I was informed that I have the right to refuse to participate in the study at any time.

	
	
	
	
	

	Signature of Adult Participant or Parent /Legal Guardian
	
	Date
	
	Printed Name of Adult Participant or Parent/ Legal Guardian

	
	
	
	
	

	Signature of Investigator Obtaining Consent
	
	Date
	
	Printed Name of Investigator Obtaining Consent


Children only – Child Risk Assessment 46.405 requiring investigator signature
Agreement to be in this study <and use my data>
I have read and initialed each page of this informed consent <and HIPAA authorization> form (or it was read to me).  I was informed about the possible risks and benefits of being in this study.  I know that being in this study is voluntary.  I choose to be in this study.  I know I can stop being in this study at any time.  I will get a copy of this form after it is signed.

	
	
	
	
	

	Printed Name of Child
	
	
	
	

	
	
	
	
	

	Signature of Parent or Legal Guardian
	
	Date
	
	Printed Name of Parent or Legal Guardian

	Relationship to Child:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

	
	
	
	
	

	
	
	
	
	

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


	I met with an investigator for the study.  The procedure and the risks were described to me and my questions were answered. I was informed that I have the right to refuse to participate in the study at any time.

	
	
	
	
	

	Signature of Parent or Legal Guardian
	
	Date
	
	Printed Name of Parent or Legal Guardian

	
	
	
	
	

	Signature of Investigator Obtaining Consent
	
	Date
	
	Printed Name of Investigator Obtaining Consent


Children only – Child Risk Assessment 46.406 requiring investigator signature

Agreement to be in this study <and use my data>
I have read and initialed each page of this informed consent <and HIPAA authorization> form (or it was read to me).  I was informed about the possible risks and benefits of being in this study.  I know that being in this study is voluntary.  I choose to be in this study.  I know I can stop being in this study at any time.  I will get a copy of this form after it is signed.

	
	
	
	
	

	Printed Name of Child
	
	
	
	

	
	
	
	
	

	Signature of Parent or Legal Guardian
	
	Date
	
	Printed Name of Parent or Legal Guardian

	Relationship to Child:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

	
	
	
	
	

	Signature of Second Parent / Guardian
	
	Date
	
	Printed Name of Second Parent

	Relationship to Child:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

	
	
	
	
	

	Signature of Person Obtaining Consent


	
	Date
	
	Printed Name of Person Obtaining Consent

	If only one parent can sign this consent, indicate the reason that applies to the other parent:

 FORMCHECKBOX 
 Deceased

 FORMCHECKBOX 
 Unknown

 FORMCHECKBOX 
 Legally incompetent

 FORMCHECKBOX 
 No legal responsibility for the care and custody of the child

 FORMCHECKBOX 
 Not reasonably available – indicate why      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

(acceptable reasons for this category must not be based on convenience)


	I met with an investigator for the study.  The procedure and the risks were described to me and my questions were answered. I was informed that I have the right to refuse to participate in the study at any time.

	
	
	
	
	

	Signature of Parent or Legal Guardian
	
	Date
	
	Printed Name of Parent or Legal Guardian

	
	
	
	
	

	Signature of Second Parent/Guardian
	
	Date
	
	Printed Name of Second Parent/Guardian

	
	
	
	
	

	Signature of Investigator Obtaining Consent
	
	Date
	
	Printed Name of Investigator Obtaining Consent


Adults only – Studies requiring investigator consent for a high risk procedure 

Agreement to be in this study <and use my data>
I have read and initialed each page of this informed consent <and HIPAA authorization> form (or it was read to me).  I was informed about the possible risks and benefits of being in this study.  I know that being in this study is voluntary.  I choose to be in this study.  I know I can stop being in this study at any time.  I will get a copy of this form after it is signed.

	
	
	
	
	

	Signature of Participant
	
	Date
	
	Printed Name of Participant

	
	
	
	
	

	Signature of Person Obtaining Consent


	
	Date
	
	Printed Name of Person Obtaining Consent


	I met with an investigator for the study.  I was told that there is/are high risk procedure(s) involved in the study and that the high-risk procedure(s) may or may not be performed by the principal investigator for this study.  The procedure and the risks were described to me and my questions were answered.  I was told that I will sign a clinical consent at the time of the high-risk procedure(s). I was informed that I have the right to refuse to participate in the procedure at any time.

	
	
	
	
	

	Signature of Participant
	
	Date
	
	Printed Name of Participant

	
	
	
	
	

	Signature of Investigator


	
	Date
	
	Printed Name of Investigator


 

	I met with the physician performing the procedure described.  The procedure and the risks were described to me and my questions were answered.  I was informed that I have the right to refuse to participate in the procedure at any time.

	 
	 
	 
	 
	 

	Signature of Participant 
	 
	Date

 
	 
	Printed Name of Participant


	I am the physician performing the procedure described.  I met with the research subject and have explained the procedure, described the risks related to the procedure, and answered all questions related to the procedure that the subject asked.  I have also explained to the subject that he/she can refuse to participate in the procedure at any time.

	 
	 
	 
	 
	 

	Signature of Physician Obtaining Consent
	 
	Date
	 
	Printed Name of Physician Obtaining Consent


 

Adults  – High Risk studies requiring investigator consent for a high risk procedure      AND

Children – Child Risk Assessment 46.405 requiring investigator consent for a high risk procedure
Agreement to be in this study <and use my data>
I have read and initialed each page of this informed consent <and HIPAA authorization> form (or it was read to me).  I was informed about the possible risks and benefits of being in this study.  I know that being in this study is voluntary.  I choose to be in this study.  I know I can stop being in this study at any time.  I will get a copy of this form after it is signed.

	
	
	
	
	

	Printed Name of Participant  (or Child)
	
	Date
	
	Signature of Participant (Adults only)

	
	
	
	
	

	Signature of Parent or Legal Guardian
	
	Date
	
	Printed Name of Parent or Legal Guardian

	Relationship to Child:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

	
	
	
	
	

	
	
	
	
	

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


	I met with an investigator for the study.  I was told that there is/are high risk procedure(s) involved in the study and that the high-risk procedure(s) may or may not be performed by the principal investigator for this study.  The procedure and the risks were described to me and my questions were answered.  I was told that I will sign a clinical consent form at the time of the high-risk procedure(s). I was informed that I have the right to refuse to participate in the procedure at any time.

	
	
	
	
	

	Signature of Adult Participant or Parent /Legal Guardian
	
	Date
	
	Printed Name of Adult Participant or Parent/ Legal Guardian

	
	
	
	
	

	Signature of Investigator
	
	Date
	
	Printed Name of Investigator


 

	I met with the physician performing the procedure described.  The procedure and the risks were described to me and my questions were answered.  I was informed that I have the right to refuse to participate in the procedure at any time.

	 
	 
	 
	 
	 

	Signature of Adult Participant or Parent /Legal Guardian
	
	Date
	
	Printed Name of Adult Participant or Parent/ Legal Guardian


	I am the physician performing the procedure described.  I met with the research subject and have explained the procedure, described the risks related to the procedure and answered all questions related to the procedure that the subject asked.  I have also explained to the subject that he/she can refuse to participate in the procedure at any time.

	 
	 
	 
	 
	 

	Signature of Physician Obtaining Consent
	 
	Date
	 
	Printed Name of Physician Obtaining Consent


Children only – Child Risk Assessment 46.405 requiring investigator consent for a high risk procedure 

Agreement to be in this study <and use my data>
I have read and initialed each page of this informed consent <and HIPAA authorization> form (or it was read to me).  I was informed about the possible risks and benefits of being in this study.  I know that being in this study is voluntary.  I choose to be in this study.  I know I can stop being in this study at any time.  I will get a copy of this form after it is signed.

	
	
	
	
	

	Printed Name of Child
	
	
	
	

	
	
	
	
	

	Signature of Parent or Legal Guardian
	
	Date
	
	Printed Name of Parent or Legal Guardian

	Relationship to Child:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

	
	
	
	
	

	
	
	
	
	

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


	I met with an investigator for the study.  I was told that there is/are high risk procedure(s) involved in the study and that the high-risk procedure(s) may or may not be performed by the principal investigator for this study.  The procedure and the risks were described to me and my questions were answered.  I was told that I will sign a clinical consent form at the time of the high-risk procedure(s). I was informed that I have the right to refuse to participate in the procedure at any time.

	
	
	
	
	

	Signature of Parent or Legal Guardian
	
	Date
	
	Printed Name of Parent or Legal Guardian

	
	
	
	
	

	Signature of Investigator
	
	Date
	
	Printed Name of Investigator


 

	I met with the physician performing the procedure described.  The procedure and the risks were described to me and my questions were answered.  I was informed that I have the right to refuse to participate in the procedure at any time.

	 
	 
	 
	 
	 

	Signature of Parent or Legal Guardian
	 
	Date
 
	 
	Printed Name of Parent or Legal Guardian


	I am the physician performing the procedure described.  I met with the research subject and have explained the procedure, described the risks related to the procedure and answered all questions related to the procedure that the subject asked.  I have also explained to the subject that he/she can refuse to participate in the procedure at any time.

	 
	 
	 
	 
	 

	Signature of Physician Obtaining Consent
	 
	Date
	 
	Printed Name of Physician Obtaining Consent


 
National Jewish Health IRB

Revised: 07/21/2010

Signature Templates

Page 1 of 13

