“Agreement” Tip Sheet for Researchers
	Type of Agreement/Contract
	Agreement Used For
	Where to Find

	Data Use Agreement  (DUA) 
	Required by HIPAA when researcher are using data that meets the criteria of a Limited Data Set (LDS) - either internally or sharing data outside of UVa. 
· If there is no contract- the IRB provides the researcher with the DUA

· If there is a contract- info is entered into IRB online and the Grants and Contracts office will include the DUA in the main contract. 

NOTE:  The IRB is not responsible for making sure this form is completed or kept
	DUA template sent to researchers  via email by the IRB-HSR when required


	Material Transfer Agreement (MTA)
	MTA’s are used for a variety of situations including:

· Researcher leaving UVa and wants to take data or specimens with them,

· Researcher is sending data or specimens outside of UVa. 

MTA’ s are handled via VPR Office (Dave Hudson)
	VPR Office 
OSP or School of Medicine Grants and Contracts Office 

	Coded Research Data/Specimens Agreement
	A Coded Research Data/ Specimens Agreement is used whenever a UVa researcher is doing a study that meets the criteria of Coded Research.  

See protocol builder question “ Does this study meet the criteria for research only involving coded private information or biological specimens ?”  
NOTE:  This is based on OHRP Guidance document 

Guidance on Research Involving Coded Private Information or Biological Specimens
	Researcher will receive the form via protocol builder if they answer YES to the question
“ Does this study meet the criteria for research only involving coded private information or biological specimens ?”.  



	Data Key Nondisclosure Agreement
	A Data Key Nondisclosure Agreement is used in a variety of situations with most common listed below:

· researcher is receiving coded data/ specimens for a project for which they are collaborating.
· Physician at UVa wishes to send specimen to researcher at outside institution for a UVa patient to enroll as a subject in their IRB approved protocol. 
See protocol builder question “Does this study meet the criteria of “non-engaged” in human subject research?”
NOTE:  This is based on OHRP Guidance document Guidance on Engagement of Institutions in Human Subjects Research
	Researcher will receive the form via protocol builder when they answer YES to the question

“Does this study meet the criteria of “non-engaged” in human subject research?”



	Unaffiliated Investigator Agreement
	Required when a Non- UVa employee is listed as personnel on a UVa protocol.  

A non- UVa employee should be listed as personnel if they are receiving identifiable data/ specimens or interacting with subjects. 
See protocol builder question “Are all personnel listed on this study UVa employees or students”

NOTE:  This is based on OHRP Guidance document 

Individual Investigator Agreement

	Researchers
Researcher will receive the form via protocol builder when they answer NO to the question

“Are all personnel listed on this study UVa employees or students?” 


	IRB Authorization Agreement  (IRB AA) 
	There are several circumstances when an IRB Authorization Agreement may be used.  

· Situation # 1:  when a non- UVa company has obtained a small grant (e.g. SBIR) from NIH and wishes to contract all of the research work to be performed by a faculty/staff member at UVa. 

· Situation # 2:  when a UVa employee/ faculty member wishes to work on a protocol that has or will be approved by an outside IRB and the subjects will not be enrolled at UVa and where the UVa  employee/ faculty member is not the overall PI 
Additional information may be found on IRB Website at  

IRB Authorization Agreements 
· Situation # 3: study involves a continued/ expanded access protocol.  
Additional information may be found on the IRB Website at Expanded Access 

	There are several IRB AA forms available for use.

· Situation # 1: On IRB website under  IRB-HSR>Special Issues>IRB Authorization Agreements>  IRB Authorization Agreement
· Situation # 2:On IRB website under IRB-HSR>Special Issues>IRB Authorization Agreements>  IRB Authorization Agreement.
· Situation # 3 :For Expanded/Continued Access the IRB AA is found on IRB-HSR Website under IRB-HSR > Special Issues > Drugs and Biologics>Expanded Access  http://www.virginia.edu/vpr/irb/hsr/drugs_biologics.html#ea
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