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I. Protocol Information
	Study Title: 
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	Phone:
	
	Page:
	


 

	 IRB #:
	 
	 SPID #

 (If known):
	
	Date of original

 DSMP version: 
	  
	Date of current 

DSMP version:
	


 

______________________________________________                                 ________________________

       Signature of the Principal Investigator 





Date
II. DSMP Personnel
Names, titles and functions of individuals involved with the DSMP. In addition to the PI, these may include the research facilitator, research associate, statistician, or/and any study staff that meet regularly to review study status. If independent or industry-sponsored DSMB is being utilized, provide details of members/roles here.

	Name
	Title
	Role
	Department

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


III. Purpose

The Data and Safety Monitoring Plan (DSMP) is established to ensure the safety of research participants and the integrity of the study data.

IV. Data and Record Safety/Confidentiality

Records, filed in the IRB office, verify that all research project personnel have completed training in the protection of human research subjects in accordance with the guidelines of the U.S. Department of Health and Human Services (DHHS) and the Office for Human Research Protection (OHRP).

A. Medical Records.  The study staff (PI, Clinical research coordinator, etc.) will keep all study records (including any codes to de-identified data) under lock and key in a secure location, as required by law.
Please add study specific information

B. Electronic Data. All electronic files (e.g., database, spreadsheet, etc.) containing identifiable patient information shall be password protected.  Any computer hosting such files shall have a password to prevent access by un-authorized users. Furthermore, for systems not running Windows 2000/XP, a password-protected screen saver will be installed and configured to activate ten minutes after the computer has been idle.  If patient data are to be exchanged with others, the data will be coded. If identification is necessary, then the data will be encrypted while en-route to the recipient with strong encryption levels. Any information that is exported to spreadsheets or statistical software does not contain patient identifying data.

C. Confidentiality Statement from Consent Form
V. Assessment of Level of Risk

[  ] 
Not more than minimal risk

[  ]
Minor increase over minimal risk, direct benefit

[  ]
Minor increase over minimal risk, no direct benefit

[  ]
More than a minor increase over minimal risk, direct benefit

[  ]
More than a minor increase over minimal risk, no direct benefit

[  ]
High Risk (All high-risk studies require a formal entity [e.g., a DSMB] for data and safety monitoring). 

[  ]
Not otherwise approved, to further scientific knowledge

VI. Periodic Safety Review/Report

A.

	Level of Risk
	Monitor (check all that apply)
	Frequency

	Minimal/Minor Increase 

Over minimal Risk Studies
	[  ]      PI

[  ]     Study staff: _____________________

[  ]    DSMB or other formal monitoring entity

[  ]     Local Monitor (specify here): 

 
	[  ]      Annually

[  ]     Semi-annually

[  ]     On an occurrence basis

[  ]     Other (specify here):

	More than a Minor Increase

Over Minimal/High Risk 

Studies
	[  ]    DSMB-local

[  ]     DSMB- external

[  ]     Other formal monitoring entity (specify here): 
	[  ]      Annually

[  ]      Semi-annually

[  ]      On an occurrence basis

[  ]      Other (specify here): 


B.  All Periodic Safety Review/Reports will be sent to the IRB, the GAC, and the following designated entity (check any that apply): 

[  ]
External DSMB
[  ]
GCRC/RSA (required if utilizing GCRC resources)

[  ]
NIH
[  ]
FDA
[  ]
Other Governmental Agency: (specify): __________________________________________________
[  ] 
Sponsor: (specify): __________________________________________________________________
VII. Toxicity Assessment
Risks and Plans to Minimize Risk. Please indicate all the potential risks inherent in the study (see Instructions: page 4, section VII).

VIII. Reporting of Adverse Events

The study staff (PI, Clinical research coordinator, etc.) is responsible for collecting and recording all clinical data.  As these results are collected, all tonicities 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 the adverse event affects the risk/benefit ratio of the study and whether modifications to the protocol or informed consent form are required.  Throughout this process, the PI will inform and collaborate with the GCRC nurse manager and RSA.  The PI’s signature above verifies that he/she understands the local, sponsor and federal reporting requirements for this study.

 IX. Study Suspension:

If it has been determined, for any reason, that there will be a suspension of this study, the following plan for suspension should be followed:

[  ] 
Suspend enrollment of new subjects but continue intervention and monitoring of previously enrolled subjects

[  ]
Suspend study therapy or intervention and continuing monitoring

[  ]
Suspend all but monitoring activities

[  ]
Suspend experimental procedures and continue monitoring

[  ]
N/A (Why? Low risk, observational, etc.): _______________

  X. Conflict of interest Statement

Is there a possible conflict of interest with this study?  [  ] Yes   [  ] No

If yes, have you filed your conflict of interest with the Office of Research Compliance?  [  ] Yes   [  ] No 

XI. Other factors
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