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VA NJ HEALTHCARE SYSTEM

Performance Improvement - Data Collection Tool


PI Body: OPMI Research Compliance
Investigator’s Human Research Records:

Accounted For and Safe Guarded
	Investigator:
	
	MIRB Number:
	

	Study Title:
	


MIRB Protocol History, Request for Approval to Remove Research Data from the VA and Application to Undertake Research may be also used as data collection tools.
	
	Indicators
	Code: Y = yes or present

           N = no or absent    

          N/A = not applicable
	Comments

	1.
	Investigator provides access to (Accounts For) complete human research records
	For Review Of Multiple Records
	

	1.A. 
	Sponsor correspondence
	
	
	
	
	
	

	1.B. 
	Sponsor materials
	
	
	
	
	
	

	1.C. 
	Study data
	
	
	
	
	
	

	1.D. 
	Records for individual subjects: 
	
	
	
	
	
	

	1.E. 
	Records confirm inclusion & exclusion criteria were met prior to study intervention
	
	
	
	
	
	

	1.F. 
	Case report forms
	
	
	
	
	
	

	1.G. 
	Signed Consent forms
	
	
	
	
	
	

	1.H. 
	Signed HIPAA Authorizations
	
	
	
	
	
	

	1.I. 
	Signed IDMC forms
	
	
	
	
	
	

	1.J. 
	External Audits
	
	
	
	
	
	

	1.K. 
	FDA Correspondence
	
	
	
	
	
	

	
	IRB Submission/Acknowledgment/Approval
	
	
	
	
	
	

	1.L. 
	Initial Review
	
	
	
	
	
	

	1.M. 
	Continuing Reviews
	
	
	
	
	
	

	1.N. 
	Protocol
	
	
	
	
	
	

	1.O. 
	Consent Form Template
	
	
	
	
	
	

	1.P. 
	10-9012’s
	
	
	
	
	
	

	1.Q. 
	Amendments
	
	
	
	
	
	

	1.R. 
	Notifications
	
	
	
	
	
	

	1.S. 
	Data and Safety Monitoring
	
	
	
	
	
	

	1.T. 
	Adverse Events (No IRB Apprvl)
	
	
	
	
	
	

	
	Study Staff Records
	
	
	
	
	
	

	1.U. 
	Research Scope of Practice
	
	
	
	
	
	

	1.V. 
	Human Protection Training
	
	
	
	
	
	

	1.W. 
	Other Staff Specific Records
	
	
	
	
	
	

	
	Additional Items from Protocol History
	
	
	
	
	
	

	1.X. 
	
	
	
	
	
	
	

	1.Y. 
	
	
	
	
	
	
	

	1.Z. 
	
	
	
	
	
	
	


	
	
	Scope of Practice
	Human Subject Protection Training
	VA Research Data Security & Privacy Training
	Comment
Not A Required Part of Study Records

	1. 
	
	
	
	
	

	2. 
	
	
	
	
	

	3. 
	
	
	
	
	

	4. 
	
	
	
	
	

	5. 
	
	
	
	
	

	6. 
	
	
	
	
	

	7. 
	
	
	
	
	

	8. 
	
	
	
	
	

	9. 
	
	
	
	
	

	10. 
	
	
	
	
	

	11. 
	
	
	
	
	


	2.
	Investigator demonstrates how study records are secured consistent with protocol, application and VA security requirements (Safe Guarded)
	Code: Y = yes or present

           N = no or absent    

          N/A = not applicable
	

	
	Application specifications
	
	
	
	
	
	

	2.A. 
	Room
	
	
	
	
	
	

	2.B. 
	Persons
	
	
	
	
	
	

	2.C. 
	Locking
	
	
	
	
	
	

	2.D. 
	Coded data Link
	
	
	
	
	
	

	2.E. 
	Electronic documents
	
	
	
	
	
	

	
	Other Procedures
	
	
	
	
	
	

	2.F. 
	
	
	
	
	
	
	

	2.G. 
	
	
	
	
	
	
	

	2.H. 
	
	
	
	
	
	
	

	
	Request for Approval to Remove Research Data from the VA
	
	
	
	
	
	

	2.I. 
	USB removal drives “thumb/flash”
	
	
	
	
	
	

	2.J. 
	Data CD’s
	
	
	
	
	
	

	2.K. 
	Other media (video tape, audio tape)
	
	
	
	
	
	

	2.L. 
	Lap top computers
	
	
	
	
	
	

	2.M. 
	Electronic files
	
	
	
	
	
	

	
	Additional Information Security Items
	
	
	
	
	
	

	2.N. 
	Environmental Awareness
· Conceal your computer screen from view by “passers-by”

· Use “control – alt – delete” to secure your computer when you leave your work station 
· Keep documents to a minimum on your desk that you are working on.  
· Always secure office door and/or workstation whenever you leave the area
	
	
	
	
	
	

	2.O. 
	Identify the ISO and situations in which it is important to make contact: Kathy DeVierno, ISO.    Ext:  5299  Beeper:  (908) 965-6108
	
	
	
	
	
	

	2.P. 
	Process for Destruction
	
	
	
	
	
	

	2.Q. 
	Back up procedure
	
	
	
	
	
	

	2.R. 
	Collaboration - conveying of information
	
	
	
	
	
	

	2.S. 
	
	
	
	
	
	
	

	2.T. 
	
	
	
	
	
	
	

	
	Physical Security
	
	
	
	
	
	

	2.U. 
	Locking door (keys, access)
	
	
	
	
	
	

	2.V. 
	Locking files (keys, access)
	
	
	
	
	
	

	2.W. 
	
	
	
	
	
	
	

	2.X. 
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	Date of Data Collection:
	  Data Collector:




  Date of Review:
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