IRB-HSR#______ Sponsor’s # (If applicable)_______  Title...


Adult or Minor Consent Addendum

Template Version Date: 10-14-05

Instructions:  

· Consent addendum should be typed in at least a 12 font.  If the protocol involves subjects who might have difficulty reading, then a larger font should be considered.  

· Use SIMPLE lay language throughout the addendum so that it is understandable by a middle school student.  

· The following template has a header and footer on each page.  To view the header and footer in Microsoft Word click on “View”, “Header/Footer.”  Complete the information in the header and footer prior to printing.  If there is no sponsor, delete “Sponsor’s # (If applicable)”.  

· To have page numbers automatically entered in the footer- delete the “Page ___ of ____” in the footer and in the footer toolbar click on “Insert Auto Text” and then click on “Page x of y”.  If you are having trouble getting the page #’s to print correctly, click on print preview and then print.  

· Instructions in the following template are in italics.  Fill in the blanks, or insert information where requested.  When completed there should be no blanks or wording in italics remaining.  

· All text in regular font (not italics) should be included.  Do not delete any sections or words in regular text unless instructed to do so by IRB-HSR office staff or the IRB-HSR committee.
Scroll down to the next page for the beginning of this template. 

When printing out the addendum, delete this page of instructions, so page will not show up as a page of your addendum and mess up the page numbering.  

Participant’s Name _______________________________Medical Record # ________

ADDENDUM TO CONSENT

This addendum to the consent form is to tell you about new information regarding the study in which you are/your child is participating  

Insert description of the new information.
All other sections of the original consent form still apply.  Please refer to it for any questions you might have. 

Contact Names and Numbers

If you have any questions about this study, you should talk to insert name of responsible investigator at (434) telephone number.
If you have any questions regarding research participants' rights, please contact the Chair of the Institutional Review Board for Health Sciences Research of the University of Virginia at (434) 924-2109 or the IRB-HSR staff at (434) 924-5152.

Conclusion

You will receive a signed copy of this form to keep.

I HAVE READ, OR HAD READ TO ME, THE ABOVE INFORMATION BEFORE SIGNING THIS ADDENDUM.  I HAVE BEEN OFFERED AN OPPORTUNITY TO ASK QUESTIONS AND HAVE RECEIVED ANSWERS THAT FULLY SATISFY THOSE QUESTIONS

If the addendum is for an adult insert the following signature section.

__________________________   _______________________________
_________


PARTICIPANT
  

      PARTICIPANT


DATE



(SIGNATURE)



       (PRINT)

_______________________
     _______________________________
_________


PERSON OBTAINING
     PERSON OBTAINING CONSENT
DATE


CONSENT

(SIGNATURE)


  
      (PRINT)

If surrogate consent will be needed, add the following section:

In the event an adult participant is unable to give written, informed consent for participation in this study:

__________________/_________________________

____________  

PERSON GIVING CONSENT FOR PARTICIPANT

DATE

   

(Signature/ Printed)

RELATIONSHIP TO PARTICIPANT: _________________________________________

As attending physician to _______________________________________ (name of participant) in the course of his/her medical treatment, I confirm that (check below all that apply)

______This protocol may provide potential benefit for him/her and I approve his/her enrollment as a participant in this experimental protocol.

_______This protocol involves tissue banking that will cause no more than minimal risk to the participant and may provide potential future benefit for society.  I approve his/her enrollment as a participant in this experimental protocol.

_________________/_________________________

_______________

ATTENDING PHYSICIAN





DATE

(Signature/Printed)

If the addendum is for a protocol in which a minor is enrolled insert the following signature section.

_______________________________   ________________________________
__________

MINOR’S NAME



MINOR’S NAME 


DATE

(SIGNATURE)




(PRINT)

(If age >7 and <15)

___________________________  ____________________________
__________


*PARENT OR GUARDIAN

PARENT OR GUARDIAN

DATE



(SIGNATURE)



(PRINT)

Insert the second parent signature line below if both parent signatures were previously required. 

__________________________   ____________________________
__________
_____

*PARENT OR GUARDIAN

PARENT OR GUARDIAN

DATE

TIME

(SIGNATURE)



(PRINT)

_______________________________   ________________________________
__________

PERSON OBTAINING ASSENT

PERSON OBTAINING ASSENT
DATE

(SIGNATURE)




(PRINT)

*I CONFIRM BY SIGNING THIS FORM THAT I HAVE THE LEGAL AUTHORITY TO SIGN FOR THIS MINOR.

Consent Version Date: {Insert Date M/D/Y}




Page ____ of ______


