
Consent/authorization Addendum for Participation in Sub-Study

[V. 10/30/13.   Delete all text in [ ]  and the brackets themselves from the document.  This is a template for sub-study participation.  The template must be revised to be specific to your situation.  For example, if additional PHI is used for the sub-study, that PHI must be listed here, if information will be disclosed to additional parties those parties must be identified here; etc.  If there is an additional procedure for the sub-study (e.g. additional blood draw, survey administration etc.), that must be listed here.  If there are additional risks, they must be disclosed.  If there is more than one sub-study, insert another section as necessary.  Participants must document their decisions regarding sub-study participation and, if using this addendum to do so, must sign and date this form.  If this Addendum is not completed, or their decision is not otherwise documented (e.g. on a section within the main consent form, or HIPAA form), the assumption will be that a participant has opted-out of sub-study participation.] 

Main Study Title:       
Sub-Study Title:       

Sub-Study Purpose:        
Participation in this sub-study is voluntary.  You can participate in the main study without participating in the sub-study.  If you decide not to participate or you later choose to withdraw from participation in a sub-study, your decision will not affect the main study or your present or future medical care; and there will be no penalty or loss of benefits to which you are otherwise entitled.  The majority of information in the main consent and HIPAA authorization forms apply to the sub-study as well.  For example, the information about who to contact, how confidentiality will be protected, how information will be used/disclosed is the same for the main study and the sub-study.  Additional information, procedures or risks related specifically to the sub-study are described below.  Please sign and date this form to document your decision.  
 [In the following section, list each sub-study in the following format.  If there is no additional PHI, procedures or risks, indicate none.  If you need to add additional elements (e.g. additional parties to whom information will be disclosed,  etc. do so here ] 


[if different than main study, otherwise delete]Who is eligible:       

Additional PHI to be used/disclosed, if any:       

Additional procedures and time commitments, if any,:      

Additional risks, if any:      

[if additional risks are identified, otherwise delete]Procedures to minimize additional risks:      

Additional compensation, if any:      
Please indicate your decision by signing next to either statement 1 or 2.  

	
	Signature 
	Date

	1) I DO want to participate in the sub-study   
	
	

	
	
	

	2) I do NOT want to participate in the sub-study
	
	

	
	
	

	Person obtaining sub-study consent/authorization
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