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Instructions for Updating Consent Forms 
and Converting Parental Permission Forms to Consent Forms
When submitting a modification involving changes to the consent document(s), include the following changes:  
1. Studies with just a consent form or a parental permission form:

a. Remove the list of other investigators on the first page.
2. Studies with a consent form and parental permission form:

a. The parental permission form will become inactive. The HSPO staff will indicate that the parental permission form(s) is inactive in PRAMS Documents as of the modification approval date. 
b. Consent form revisions:
i. Remove the list of other investigators on the first page

ii. Add the following statement after the “We are asking you to be in a research study” box on the first page:

Some of the people who are eligible to take part in this research study may not be able to give consent because they are less than 18 years of age (a minor).  Instead we will ask their parent(s)/guardian(s) to give permission for their participation in the study, and we may ask them to agree (give assent) to take part.  Throughout the consent form, “you” always refers to the person who takes part in the research study.
iii. Add the parent/guardian signatures line(s) to the consent form after the subject signature line. See below.
iv. Add the assent statement after the signature lines if applicable. See below
v. If the consent form has optional sections, add the parent/guardian signature lines and an assent statement (if applicable) to the optional section of the form. See below.
iii. Parent/Guardian signature line(s)
Signature of Parent(s)/Guardian for Child
By signing this consent form, you indicate that you permit your child to be in this research and agree to allow his/her information to be used and shared as described above. 

___________________________
__________
______      
________________ Signature of Parent/Guardian 

Date

Time

Printed Name
Instructions: If required by the IRB, add a second parent signature line.
___________________________
__________
______      
________________  Signature of 2nd Parent or Guardian 

Date

Time

Printed Name

iv. Assent statement
ASSENT FOR RESEARCH 

The research study has been explained to you. You have had a chance to ask questions to help you understand what will happen in this research.  {Add the next statements if the research involves pregnancy testing in children and if applicable} If you are a female capable of becoming pregnant you will be tested for pregnancy. The results of your test will not be shared with your parent/guardian without your permission. However, your parents may find out if you are pregnant because you will no longer be able to take part in this research.
You Do Not  have to be in the research study. If you agree to participate and later change your mind, you can tell the researchers, and the research will be stopped. 



You have decided:
   (Initial one)
        ________ To take part in the research.









        ___NOT to take part in the research.


______________________________
__________    __________________________

Signature of subject                         

Date

  Printed Name

v. Parent/Guardian signature line(s) for optional section
Signature of Parent(s)/Guardian for Child

By signing this consent form, you indicate that you have read the information written above and have indicated your choices for the optional part(s) of the research study. 

___________________________
__________
______      
________________ Signature of Parent/Guardian 

Date

Time

Printed Name
Instructions: If required by the IRB, add a second parent signature line.
___________________________
__________
______      
________________  Signature of 2nd Parent or Guardian 

Date

Time

Printed Name

v. Assent statement for optional section
ASSENT FOR RESEARCH 

The optional part(s) of the research study has been explained to you. You have had a chance to ask questions to help you understand what will happen. You Do Not have to be in the optional part(s) of the research study. If you agree to participate and later change your mind, you can tell the researchers, and the optional part(s) of the research will be stopped. 



You have decided:
   (Initial one)
        ___

_____ To take part in the optional part(s) of the research.



  ___NOT to take part in the optional part(s) of the research.


______________________________
__________    __________________________

Signature of subject                         

Date

  Printed Name
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