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OBJECTIVE:

The objective of this administrative guidance is outline steps to take to add a new Public Data Set to the list of IRB-HSR Approved Public Data Sets from which use of the data is NOT considered human subject research. 
GENERAL DESCRIPTION;  
The IRB-HSR provides information to researchers on the IRB-HSR website regarding when a project meets the federal definition of human subject research and examples of when a project does or does not meet the federal definition.  This information may be found at http://www.virginia.edu/vpr/irb/hsr/activities_require_review.html
The use of data from certain IRB-HSR approved public data sets does not meet the federal definition for human subject research.  This list may be found at http://www.virginia.edu/vpr/irb/HSR_docs/Forms/PUBLIC_DATA_SETS.doc
Researchers may request that a new public data set be added to the IRB-HSR approved list via instructions found at http://www.virginia.edu/vpr/irb/HSR_docs/Forms/Archival_Data.doc
This administrative guidance provides the process the IRB-HSR staff will take to determine if a Public Data Set meets the criteria to be added to the IRB-HSR approved list. 
PROCEDURE:

The nomination will be reviewed by an IRB Director and an IRB Chair. The criteria in Appendix A will be used to conduct the review process.  If an IRB Director and an IRB Chair agree, the Public Data Set will be added to the IRB-HSR Approved List. 
Written notification of the review outcome will be provided to person nominating the public data set.  
If approved, the Public Data Set will be added to the list of IRB-HSR approved Public Data Sets found at http://www.virginia.edu/vpr/irb/HSR_docs/Forms/PUBLIC_DATA_SETS.doc
DOCUMENTATION:

If an additional Public Data Set is approved, the list on the IRB-HSR website will be updated to confirm the addition. 
REFERENCES:

45CFR46.102(f)
32CFR219.102(f)

21CFR50.3(g)

21CFR812.3(p)

National Human Subjects Protection Advisory Committee (NHRPAC)< “ recommendations on Public Use Data Files”, January 28-29, 2002 meeting

Appendix A:  Public Data Set Review Form

Public Data Set Review Form

Name of Public Data Set nominated to be added to IRB-HSR Approved Public Data Set List:

___________________________________________________________________________
	Reviewer # 1

Yes/No
	Reviewer # 2

Yes/No
	Review Criteria

	
	
	The data set is widely available to researchers

	
	
	Any restrictions on the use of the data set are of the following types that indicate identifiability or sensitivity of the data:

	
	
	· Data stored by owner of data on secure(locked) data storage and/or password protected computers

	
	
	· Data are allowed to be stored on systems that can be accessed through a computer network system

	
	
	· Researchers must travel to the archive to obtain access to the data

	
	
	· There are limits on the type of data analysis that can be performed

	
	
	The data set and documentation as distributed contains information that could be used to identify individual research participants (e.g. Social Security number, name, extensive life history markers)

	
	
	The data host explicitly requires IRB approval or certification of exemption

	
	
	The data set is from the NIH GWAS (Genome-Wide Association Studies) data repository. 

	
	
	For data originally collected with identifiers, the following factors will be considered to be certain that the data files (as released to users) have been effectively de-identified for analysis by secondary users:

	
	
	· Identifiers of a human subject or of persons named by a human subject have been removed

	
	
	· Variables that would serve as surrogates for the identity of a human subject have been removed

	
	
	· Categories of a variable that might identify a human subject  being in a small set of persons with specific attributes regarding a variable have been collapsed or combined ( e.g. low # of subjects in lower or upper result range have been combined) 

	
	
	· Have used statistical methods, where necessary, to add random variation to variables otherwise impossible to mask.

	
	
	· Variables that could be linked to identifiers by secondary users have been removed.

	
	
	Should this Public Data Set be added to the IRB-HSR Approved List? 


Name of Reviewer # 1 ______________________________

Name of Reviewer # 2 ______________________________

The following provides a guide to answers and the risk of the Data Set.  The lower the risk the more likely the data set may be considered a Public Data Set. The answer given below provides the lowest risk. 
	
	
	Review Criteria

	YES
	The data set is widely available to researchers

	
	Any restrictions on the use of the data set are of the following types that indicate identifiability or sensitivity of the data:

	NO
	· Data stored by owner of data on secure(locked) data storage and/or password protected computers

	YES
	· Data are allowed to be stored on systems that can be accessed through a computer network system

	NO
	· Researchers must travel to the archive to obtain access to the data

	NO
	· There are limits on the type of data analysis that can be performed

	NO
	The data set and documentation as distributed contains information that could be used to identify individual research participants (e.g. Social Security number, name, extensive life history markers)

	NO
	The data host explicitly requires IRB approval or certification of exemption

	NO
	The data set is from the NIH GWAS (Genome-Wide Association Studies) data repository. 

	
	For data originally collected with identifiers, the following factors will be considered to be certain that the data files (as released to users) have been effectively de-identified for analysis by secondary users:

	YES
	· Identifiers of a human subject or of persons named by a human subject have been removed

	YES
	· Variables that would serve as surrogates for the identity of a human subject have been removed

	YES
	· Categories of a variable that might identify a human subject  being in a small set of persons with specific attributes regarding a variable have been collapsed or combined ( e.g. low # of subjects in lower or upper result range have been combined) 

	YES
	· Have used statistical methods, where necessary, to add random variation to variables otherwise impossible to mask.

	YES
	· Variables that could be linked to identifiers by secondary users have been removed.

	
	Should this Public Data Set be added to the IRB-HSR Approved List? 


