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Tool Summary Sheet
	Tool:
	Study Reports Table Template 

	Purpose:
	To provide a template for organization of study-specific reports/timelines and a sample table for reference.

	Audience/User:
	Principal Investigators and Site Staff

	Details:
	This template provides a table to organize study-specific reports to NIDCR/other reporting agencies and relevant examples, including how and when each report must be submitted. An example table is included to provide guidance for formatting and sample content for reference.  

	Best Practice Recommendations:
	· The example table includes SAMPLE text for your reference.  Use the blank template to enter your study-specific information.  Your study’s custom Study Reports Table should contain the specific reports/deliverables and reporting timelines required for your protocol. 
· IRB-directed reports are internal to your institution and are not included as examples in this tool. You can expand use of this tool to include internal reporting according to your institution’s requirements (e.g, IRB Continuing Review, Radiation Safety Annual Report).  
· Add rows for any additional study reports and delete any rows/events listed that are not applicable to your study.
· Multi-center studies may require some customization of the table for additional by site reporting requirements.
· To use this table as a Tracker, update the information in the ‘Timeline for Next Report Due’ column when a report is submitted.
· Templates listed in the example table are available for use through Clinical Tool Box and/or the NIDCR Toolkit for Clinical Researchers. Include relevant and/or study-specific templates in your custom table as appropriate.
· Text enclosed with <> is a placeholder for a specific detail (e.g., <protocol title>); replace as appropriate.
· Ensure that all placeholder and example text is replaced with the study-specific information.
· Please retain the Tool version identifier in the lower left hand section of the footer.  You may choose to add “Based on” in front of “Tool Version”.
· Delete this Tool Summary Sheet and the sample table after development of the study-specific table for your study team’s use.


Tool Revision History:
	Version Number
	Version Date
	Summary of Revisions Made:

	1.0
	05Mar2014
	First approved version
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	Study Report
	Definitions 
	General Timeline
	Timeline for Next Report Due 
	Report is Submitted To / Via
	Templates

	Study Enrollment
	Provide number of participants consented, number of participants that have entered the interventional phase of the study, number completed, and number of participants discontinued early. 
	Monthly 
	Fourth Monday of each month
	[bookmark: _GoBack]NIDCR_Reports@rhoworld.com 
	Enrollment Report Template 

	Quality Management Summary Report
	Describes results of internal quality review assessments.
	Quarterly

	28Feb2014
	NIDCR_Reports@rhoworld.com
	Quality Management Summary Report Template

	DSMB Report
	Data and safety report submitted for review by the DSMB at annual teleconference meetings
	Annually; usually Q2 of a year  
Final report due 2-3 weeks prior to scheduled meeting; NIDCR provides submission due date 
	04Apr2014
(for 24Apr2014 DSMB meeting)
	NIDCR / electronic submission
1. OCTOM
2. Program Official
	DSMB Report Template

	IND Application Annual Report
	A brief report of the progress of the investigation conducted under the IND application.
	Annually – within 60 days of the initial IND anniversary date.
	22Oct2014
	FDA / hard copy mailing
	

	OBA Annual Report
	A brief report of the progress of the investigation conducted under the IND application for research involving gene vector transfers or recombinant DNA.
	Annually – within 60 days of the initial OBA submission anniversary date; this is on the same timeline as the IND Annual Report.
	22Oct2014
	Office of Biotechnology Activities (OBA) / hard copy mailing
	

	IRB Continuing Review Approval Letter
	Letter received from the IRB documenting approval of the Continuing Review application.
	Annually
	August 2014; within 1 week of receipt from IRB
	NIDCR Program Official / electronic submission
	

	Orphan Drug Designation Annual Report
	A brief progress report including review of studies, description of investigational plan for the next year, and discussion of any changes that may affect status.
	Within 14 months after the initial orphan drug designation; annually thereafter.
	14Jul2014
	FDA Office of Orphan Products Development / hard copy mailing
	

	PHS 2590
	Grant progress report required to continue support of a PHS grant for each budget year within a competitive segment.
	Annually; on the first of the month preceding the month in which the budget period ends.
	01May2014
	NIH / eRA Commons
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	Study Report
	Definitions 
	General Timeline
	Timeline for Next Report Due 
	Report is Submitted To / Via
	Templates

	Study Enrollment
	
	 
	
	
	

	Quality Management Summary Report
	
	
	
	
	

	Safety Oversight Report (Medical Monitor, CSOC, DSMB)
	
	
	
	
	

	IND Application Annual Report
	
	
	
	
	

	OBA Annual Report
	
	
	
	
	

	IRB Continuing Review Approval Letter
	
	
	
	
	

	Orphan Drug Designation Annual Report
	
	
	
	
	

	PHS 2590
	
	
	
	
	



