APPENDIX B

Data and Safety Monitoring Plan

University of Connecticut Health Center
	Section 1 – General Study Information

	PI Name:

	

	Complete Project Title:


	

	Date of original DSMP:


	

	Date of current DSMP:


	

	Section 2 – Study Design Information  (check all that apply)

	
	Interventional



	
	Non-Interventional



	
	Therapeutic, medical intervention



	
	Therapeutic, non-medical intervention



	
	Sponsor-initiated



	
	Diagnostic



	
	Investigator-initiated clinical trial



	
	Genetic research/DNA



	
	Genetic Therapy



	
	Trials using drugs/devices manufactured at UCHC



	
	Epidemiology



	
	Physiologic



	
	Study using drugs for other than indicated use



	
	Observational


	
	Other (explain) 



	Yes/No
	Question

	
	Will blood or tissue specimens be stored?



	
	If blood and tissue are stored, will the sample be stored in an identifiable manner (directly or via links to the subject’s identity)


	
	Will blood be collected for DNA or to establish cell lines?



	Section 3 – Data Used for Safety Monitoring 

	Check the data that will be used for data and safety monitoring

	
	Serious adverse events



	
	Dropout rates and reasons for the dropouts



	
	Enrollment numbers



	
	Subject interviews



	
	Medication Compliance



	
	Review of symptoms or performance status



	
	Review of clinical/diagnostic test results



	
	Review of physical examination



	
	Analysis of outcome data and its relationship to potential changes in study design.



	
	Review of vital signs



	
	Review of evaluation performed



	
	Protocol Deviations



	
	Hypothesis validation- no risk is justified if the hypothesis has been disproved



	
	Other (specify)



	
	Blinded Data


	
	Un-blinded Data


	Any additional comments to describe the data that will be used for monitoring:     


	Section 4 – Periodic Report and Monitoring Schedule

	Level of Risk
	Individual(s) Performing the safety monitoring (check all that apply)
	How often will data be reviewed?

	Minimal / Slight Increase Over Minimal Risk Studies
	
	Investigator
	
	Annually



	
	
	Investigator with study personnel (listed in section II)
	
	Semi-Annually

	
	
	Institutional Colleague
	
	Quarterly



	
	
	Outside Colleague
	
	Monthly



	
	
	DSMB or other formal monitoring entity*
	
	Weekly



	
	
	Other Monitor(specify here)______
	
	After _____ subjects enrolled



	
	
	
	
	Every ___ subject enrolled



	Moderate/High Risk Studies
	
	DSMB-locally established and independent of local PI*
	
	Other (specify)

	
	
	DSMB- Sponsor established*


	

	
	
	Consultant


	

	
	
	Other formal monitoring entity (specify):_____________
	

	* If the study is utilizing a DSMB or formal monitoring entity, the Principal Investigator agrees to provide the DSMB Charter (summary of DSMB composition and plan) before subjects can be enrolled.  DSMB guidelines are available in the DSMP/B instructions document. During the course of the study, a summary of the DSMB minutes will be submitted to the IRB (and to the RSA-Research Subject Advocate- of the GCRC, if receiving GCRC support)


	Will the DSMB meet prior to the start of the study?


	Under what conditions will individual subjects be un-blinded based on unexpected serious adverse events?


	During the course of the study, a copy/summary of the monitor reports and/or DSMB minutes or report must be submitted to the  IRB and the following designated entities (check any that apply):



	
	GCRC’s  RSA (required if utilizing GCRC resources)



	
	NIH



	
	FDA



	
	Other Governmental Agency (specify):    


	
	Sponsor (specify):   


	
	Cooperating Institution(s) (specify):    



	Section 5 – Reporting Adverse Events

	The study personnel are responsible for collecting and recording all clinical data. As these results are collected, all toxicities and adverse events will be identified, graded for severity and assigned causality, reported to the required entities, and compiled for periodic review.  After assigning causality, the PI will decide the course of action for the study participant.  The PI will evaluate all AE’s and determine whether, in his/her opinion, the adverse event affects the risk/benefit ratio of the study and whether modifications to the protocol or informed consent form are required. In addition to the local reporting requirements, the PI’s signature on the IRB application verifies that he/she understands the sponsor and federal reporting requirements for this study. In addition to the IRB, adverse event reports occurring in this study will be reported to the following entities within the individually required timeframes: (Check any that apply)

	
	FDA



	
	GCRC (required if utilizing GCRC resources)



	
	Sponsor  (specify):   
  

	
	Cooperating Institution(s) (specify)   


	
	Adverse Event Expedited Reporting System (ADEERS)


	Section 6– Study Suspension

	If it has been determined, for any reason, that there will be a suspension of this study, the PI recommends the following plan and will seek approval for any such action from the IRB:  

	
	Suspend enrollment of new subjects but continue intervention/monitoring of previously enrolled subjects because it is in the best interest of the subject

	
	Suspend active study treatment or intervention, but continuing monitoring for subject safety reasons

	
	Suspend experimental procedures and continue monitoring



	
	Suspend all activity per sponsor and/or IRB direction


	
	Continue treatment/intervention until alternate plans can be made for the subjects


	
	N/A (Why? Low risk, observational, etc.):_______________________________________



	Section 7 – Reference Points to IRB Application

	IRB Question #
	Topic Covered

	8.10, 8.11
	Conflict of interest Statement

	5.1
	Potential Risks and Protections Against Risks 

	6.0
	Assessment of Level of Risk

	10.2, 10.3, 13.9
	Data and Record Safety/Confidentiality
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