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OBJECTIVE:

The objective of this administrative guidance is to provide information to the Ward of State Advocate and to remind study teams of the requirements for enrolling a minor who is a ward of state.  
GENERAL DESCRIPTION;  ( use if applicable) 
During the IRB protocol approval process for pediatric studies, the board determines if Wards of the State will be enrolled and appoints an advocate if there is risk with no benefit requiring signatures of both parents.   
Sharing the list of studies requiring an advocate for a ward of state with the appointed advocate keeps them informed of studies meeting this criteria.
This process also reminds study teams of their responsibilities.  

PROCEDURE:

Notification to Advocate:

On a quarterly basis- enter IRB Online and click on Utilities.  
Go to Wards of State  Query and  run the report.  . 
Save report under U/ IRB/IRBHSR/Quality Control/ Wards of State Reports.  

File name should start with the year followed by the month of the query dates.  
Email file to appointed advocate. 

Notification to Study Teams

During review of the Continuation List note which studies have " Ward of State" checked.

If checked send an email using IRB Online ( see Appendix A) to the study team.

Log into IRB Online

Click on Email/Tag


Click on Protocols/ Active Only


Type in HSR numbers of protocols with Ward of State checked


Under Recipients choose, PI, IRB Coordinator, Study Coordinator I, Study Coordinator II


Enter template from Appendix A into Email Text


Click on Review Results

Click on Send Email

A response is required to approve continuation.

Communicate responses with IRB staff member in charge of continuations. 
If study team noted that they had enrolled a minor who was a ward of the state and had notified the advocate- send an email to the advocate to verify. 
DOCUMENTATION:

Electronic files are kept in the U drive.  Responses from study team are kept with continuation documentation in protocol file. 

REFERENCES:

45CFR46.117(c)
APPENDIX A:  Email to send to study team

NOTE:  IRB Online will automatically insert IRB # and Title of protocol into email.

During the initial review of this protocol by the IRB-HSR it was determined that the study was more than minimal risk and had no benefit to subjects.  Therefore the signature of both parents was required by the IRB.  

An Advocate was appointed for any subjects who are a Ward of State.  

Please respond by return email to the following questions.  
This response is needed prior to the next continuation review of this protocol.

Have you enrolled any Wards of State since the last continuation?

IF YES- how many? 

IF YES, did you notify the Advocate prior to the subject being consented?

IF NO, submit a Protocol Violation Report within 7 days and notify the Advocate for the Ward of State.  

Contact the IRB for their contact information.  
