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Instructions:  This suggested Addendum Consent Form may be used to provide new information to participants currently participating in a research investigation.  The wording in italics or brackets should be replaced with the new research specific information. Please call the HSPO, 717-531-5687, if you have any questions about the use of this form. Omit the instructions in italics or shaded boxes before printing. 
	ADDENDUM TO CONSENT FOR RESEARCH 

[OR ADDENDUM TO PARENTAL PERMISSION FOR RESEARCH]

Penn State College of Medicine

The Milton S. Hershey Medical Center
	HSPO USE ONLY

DO NOT REMOVE OR MODIFY

This form is not valid unless this box

 includes an expiration date.

IRB Approval Expires After

Penn State College of Medicine

Institutional Review Board


Title of Project:

Principal Investigator:

Other Investigators:

Telephone Numbers: Weekdays: 8:00 a.m. to 5:00 p.m. (717) 531-xxxx.

{I/A} After hours call (717) 531-8521. Ask for the {division} doctor on 24-hour call.

Participant’s Printed Name _______________________________

This [consent or parental permission] form addendum gives you additional information about this research study, which will be discussed with you. This addendum may contain words or procedures that you do not understand.  You are urged to ask questions about anything that is unclear to you. You will receive a copy of the signed and dated [consent or parental permission] form addendum to keep.

Since you signed the original [consent or parental permission] form for this research study [additional information has become available  or     the following additional procedure(s) has/have been added].  

[Details of new information/procedure]

The other sections of the original [consent or parental permission] form you signed are still applicable, including the potential benefits and risks.  If you would like, the information in the original [consent or parental permission] form may be reviewed with you. 

Your continued participation in this research is voluntary. You may refuse to continue in the research study, now or any time in the future. If you decide to stop taking part in the research now or at a later date, there will be no penalty or loss of benefits to which you are entitled. 
Signature and Consent to be in the Research

Participant: Your signature below means that you have read the above new information about this research study and have asked the questions you currently have about the research. By signing this consent form, you indicate that you are voluntarily choosing to continue taking part in this research and have had the opportunity to ask questions and those questions have been answered. 

___________________________
__________
______      
________________  Signature of Participant 


Date

Time

Printed Name

[Use the signature statement and signature line for the participant’s legally authorized representative if the research may have participants who are unable to give consent for themselves.]

Participant’s Legally Authorized Representative: Your signature below means that you have read the above new information about this research study and have asked the questions you currently have about the research. By signing below, you indicate that you give permission for the participant to continue taking part in this research and have had the opportunity to ask questions and those questions have been answered. 

______________________________
_________
______
_______________
Signature of Participant’s


Date

Time

Printed Name

Legally Authorized Representative

(Signature of Participant’s Legally Authorized Representative is required for people unable to give consent for themselves.)

Check the applicable box below indicating authority to act for participant:  

 FORMCHECKBOX 
 Court-appointed legal guardian

 FORMCHECKBOX 
 Health Care Power of Attorney

 FORMCHECKBOX 
 Health Care Representative: _________________________________________





         Relationship to Participant 

Person explaining research: Your signature below means that you have explained the new information about the research to the participant/participant representative and have answered any questions he/she has about the research. 

______________________________
_________
______
_______________
Signature of person who


Date

Time

Printed Name


explained this research

(Only approved investigators for this research may explain the research and obtain informed consent.)  

INSTRUCTIONS: Include the following signature line when you anticipate using the “short form” consent process to obtain and document informed consent of participants who speak limited English. An impartial witness who is not affiliated with the research must be present for the consent discussion and sign the following statement. For more information, refer to:  

http://pennstatehershey.org/web/irb/home/resources/forms/consent
Witness to Consent for Limited English Speaking Participants (Using a “Short Form” written in the participant’s own language)

Witness Statement: As someone who understands both English and the language spoken by the participant {or participant representative}, your signature indicates that the English version of the addendum to consent form was presented orally in the language of the participant {or participant representative}, and that he/she was given the opportunity to ask questions. 
_______________________
__________
______      
____________________ Witness Signature  


Date

Time

Printed Name
INSTRUCTIONS: Include the following signature line when you anticipate enrolling participants who cannot read or write in any language. An impartial witness who is not affiliated with the research must be present for the consent discussion and sign the following statement.
Witness to Consent of Participants Who Cannot Read or Write

Witness Statement: Your signature indicates that you were present during the informed consent discussion of this research for the above named participant, that the new information in the addendum to consent form and any other written information was presented orally to the participant {or participant representative}, that he/she was given the opportunity to ask questions, that the decision to continue in the research was freely made by the participant {or participant representative} who indicated his/her consent and authorization to continue in the research by (check the box as applicable):  

 FORMCHECKBOX 
  Making his/her mark

 FORMCHECKBOX 
  Other means: ____________________________________________________




(fill in above)
_______________________
__________
______      
____________________ Witness Signature  


Date

Time

Printed Name
 INSTRUCTIONS:   The following applies to parental permission forms only.
Use the following signature statement and signature line(s) for Parental Permission Forms.
Signature and Permission to be in the Research

Parent/Guardian: Your signature below means that you have read the above new information about this research study and have asked the questions you currently have about the research. By signing this consent form, you indicate that you consent to and give permission for your child to continue taking part in this research study and have had the opportunity to ask questions and those questions have been answered. 

______________________________
_______
______
_______________
Signature of Parent or Guardian
  
Date

Time

Printed Name
If required by the IRB, a second parent signature line should be added.
______________________________
________
______
________________
Signature of 2nd Parent or Guardian
  
Date

Time

Printed Name

Person explaining research: Your signature below means that you have explained the new information about the research to the participant/participant representative and have answered any questions he/she has about the research.
______________________________
____________
_____________________
Signature of person



Date
Time

Printed Name


who explained this research

(Only approved investigators for this research may explain the research and obtain informed consent.)  

INSTRUCTIONS: Include the following signature line when you anticipate using the “short form” consent process to obtain and document informed consent of parents or guardians who speak limited English. An impartial witness not affiliated with the research must be present for the consent discussion and sign the following statement. For more information, refer to:  

http://pennstatehershey.org/web/irb/home/resources/forms/consent
Witness to Consent for Limited English Speaking Parents/Guardians (Using a “Short Form” written in the parent/’s/guardian’s own language)
Witness Statement: As someone who understands both English and the language spoken by the participant’s parent/guardian, your signature represents that the English version of the addendum to parental permission form was presented orally in the language of the parent/guardian, and that he/she was given the opportunity to ask questions. 
_______________________
__________
______      
____________________ Witness Signature  


Date

Time

Printed Name
INSTRUCTIONS: Include the following signature line when you anticipate enrolling participants whose parent/guardian cannot read or write in any language. An impartial witness not affiliated with the research must be present for the consent discussion and sign the following statement.
Witness to Consent of Parents/Guardians Who Cannot Read or Write

Witness Statement: Your signature indicates that you were present during the informed consent discussion of this research for the above named participant, that the information in the addendum to parental permission form and any other written information was presented orally to the parent/guardian, that he/she was given the opportunity to ask questions, that the informed consent decision was freely made by the parent/guardian who indicated his/her permission and authorization for continued participation of his/her child by (check the box as applicable):  

 FORMCHECKBOX 
  Making his/her mark

 FORMCHECKBOX 
  Other means: ____________________________________________________




(fill in above)
_______________________
__________
______      
____________________ Witness Signature  


Date

Time

Printed Name
INSTRUCTIONS:  The following information applies to child’s assent only.
If applicable, include this wording at the end of the parental permission addendum form just after the signature lines. Generally, assent should be sought from age-appropriate and developmentally capable children (about age 7 years and older) unless omission is justified in the protocol.  

CHILD’S ASSENT FOR RESEARCH 

The new information about the research study has been explained to you. You have had a chance to ask questions to help you understand this new information.  You  Do Not  have to be in the research study. If you agree to continue taking part now and later change your mind, you can tell the researchers, and the research will be stopped. 



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








________ NOT to continue taking part in the research.


______________________________
__________

__________________
Child’s Signature                         

Date


Printed Name

Person explaining research: Your signature indicates that you have carefully explained the new information about this research to ______________________  in age-appropriate language.   He/she has had an opportunity to discuss it with you.  You have answered all his/her questions, and he/she provided affirmative agreement (i.e., assent) to continue taking part in this research.


__________________________________

_______
________________
Signature of Person 





Date

Printed Name



who Explained the Research

(Only approved investigators for this research may explain the research and obtain informed consent.)  
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