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	Public Data Set Nomination Form



	Instructions and Information

· A list of approved public data sets that are not considered human subject research is available at the following link: http://www.virginia.edu/vpr/irb/HSR_docs/Forms/PUBLIC_DATA_SETS.doc
· Use of data from the approved public data sets list is not considered human subject research as long as the following two criteria are met:

· Research will NOT involve merging any of the data sets in such a way that individuals might be identified 

· Researcher will NOT enhance the public data set with identifiable, or potentially identifiable data 

· If the two criteria above are met and the research will involve data from the approved dataset list, NO IRB-HSR review or approval is needed.  

· The researcher may complete the Determination of Human Subjects Research form and file it in the project files to document this determination.  

· For additional information see Examples of Activities That Do and Do Not Required IRB-HSR Review
This form is to be completed if you wish to have a specific data set or data archive considered for inclusion in the public data sets list.  The completed form should be submitted to irbhsr@virginia.edu.  You will be notified within 5 business days about whether or not your data set/data archive can be included in the public data sets lists.
Attach a copy of any agreement or statement that a researcher or institution must sign in order to gain access to the data. 


	DATA SET/DATA ARCHIVE INFORMATION

	1. 
	Name of data set or data archive
	     

	2. 
	Name and brief description of the host archive or institution
	     

	3. 
	List the URL for the data set/archive 
	     

	4. 
	Description of how the data set may be obtained by researchers (include any conditions, stipulations to access)
	     

	5. 
	Description of how the data were collected, from/about whom, who collected the data and when was it collected.  


	     

	6. 
	Description of any conditions or restrictions about the use of the data


	     

	7. 
	Provide a yes or no response for each question below

	a) The data set is widely available to researchers
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	b) 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
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	· Data are allowed to be stored on systems that can be accessed through a computer network system
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	· Researchers have to travel to the archive to obtain access to the data
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	· There are limits on the type of data analysis that can be performed
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	c) 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)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	d) The data host explicitly requires IRB approval or certification of exemption
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	e) The data set is from the NIH GWAS (Genome-Wide Association Studies) data repository. 
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	f) 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
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	· Variables or combinations of variables that could serve as surrogates for the identity of a human subject have been removed
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	· 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) 
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	· Have used statistical methods, where necessary, to add random variation to variables otherwise impossible to mask.
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	· Variables that could be linked to identifiers by secondary users have been removed.
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
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