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MASSACHUSETTS GENERAL HOSPITAL

MASSACHUSETTS INSTITUTE OF TECHNOLOGY
General Clinical Research Centers

DATA SAFETY MONITORING PLAN
Data Safety Monitoring Plan 

The National Center for Research Resources, part of the National Institutes of Health, mandates that every clinical research study performed in a General Clinical Research Center (GCRC) must have a Data Safety Monitoring Plan (DSMP).  This worksheet is designed to assist investigators in assessing the risks associated with their study, and in articulating a plan to monitor safety. Key elements that need to be incorporated into a DSMP include: a safety contact person, available on call, for management of unexpected events including after hours safety concerns; risk assessment; description and frequency of safety monitoring; description of anticipated adverse events; reporting of adverse events.  

Please return this completed worksheet with the GCRC application.  If you require assistance with the completion of the worksheet or the development of a safety monitoring plan, please refer to the detailed guidance document available at 

http://www.mgh.harvard.edu/gcrc/Guidelines2.doc, or contact the Research Subject Advocate program at 617-726-0541, or asaltzman@partners.org.

NOTE: THIS WORKSHEET MUST BE SIGNED BY THE PRINCIPAL INVESTIGATOR IN ORDER FOR THE PROTOCOL TO BE APPROVED.

	GENERAL INFORMATION

	

	GCRC SPID Number: 
	

	

	IRB Number (if available): 
	

	

	Protocol Title: 
	

	

	Principal Investigator (PI): 
	

	Co-Investigators:    

  
	  

	

	Safety Contact Information (Identify at least one person available to address safety issues, including those that may arise after-hours.):

	

	Name:
	Contact Information (Telephone, Pager, Email):

	
	

	
	

	
	

	
	


	STUDY ELEMENTS CONTRIBUTING TO OVERALL RISK

	

	Type

	
	Study Phase
	    1      2       3       4       NA 

	
	Investigator Initiated
	Yes      No 

	
	Multi-center     
	Yes      No 

	
	Blind     
	Single      Double      Not Blinded 

	
	Randomized     
	Yes      No 

	
	Observational     
	Yes      No 

	
	Interventional     
	Yes      No 

	

	Procedures

	
	Blood/Tissue Storage
	Yes      No 

	
	Questionnaires
	Yes      No 

	
	Genetic Testing
	Yes      No 

	
	Establishment of Cell Lines
	Yes      No 

	
	Prescribed Diets
	Yes      No 

	
	Exercise Testing 
	Yes      No 

	
	Blood/Urine Collection 
	Yes      No 

	
	MRI/CT 
	Yes      No 

	
	DEXA    
	Yes      No 

	
	OGTT     
	Yes      No 

	
	IVGTT     
	Yes      No 

	
	Investigational New Drug/Device 
	Yes      No 

	
	Marketed Drug/Device for New Indication 
	Yes      No 

	
	Marketed Drug/Device for Approved Indication 
	Yes      No 

	
	If Device
	Significant Risk           Yes      No 

	
	
	Nonsignificant Risk     Yes      No 

	
	Gene Therapy
	Yes      No 

	
	Other (describe)
	

	

	Populations

	
	Men
	Yes      No 

	
	Women
	Yes      No 

	
	Ethnic or Racial Minorities
	Yes      No 

	
	Elderly
	Yes      No 

	
	Children/Minors
	Yes      No 

	
	Pregnant Women/ Fetuses
	Yes      No 

	
	Cognitively Impaired
	Yes      No 

	
	Terminally/Critically Ill
	Yes      No 


	RISK DESCRIPTION

	
	
	

	Class
	Description/Monitoring
	Examples

	

	Minimal - Low 
	The probability and magnitude of harm and/or discomfort is not more than ordinarily encountered in daily life or during the performance of routine examinations or tests.  May be monitored by Principal Investigator or designee.  Independent reviewer should be considered if potential or actual conflict of interest might occur.
	Non-therapeutic studies that might involve survey or observational research; questionnaires; blood sampling; oral and intravenous glucose tolerance tests; DEXA and routine MRI scans; special diets; exercise testing; anthropomorphic evaluations. 

	

	Moderate
	Low risk interventions in populations at risk for serious clinical events based on underlying disease; some studies in vulnerable populations.  May be monitored by Principal Investigator, designee, independent reviewer, or DSMB.
	Studies using drugs for an indicated use; storage of blood and tissue specimens; muscle biopsies; insulin clamps; endoscopies; genetic testing.



	

	Significant - High
	Interventions with high incidence of adverse events or with documented risk of serious adverse events at ill-defined frequency; high risk of serious adverse events based on underlying disease; little available safety data in humans.  Per NIH guidelines, requires a DSMB.
	Industry sponsored, phase 3 trials; gene therapy studies; investigator-initiated multicenter trials.

	

	RISK ASSIGNMENT

	

	Low
	
	Moderate
	
	High
	

	

	INFORMED CONSENT

	

	Individuals Authorized to Obtain Informed Consent

	Principal Investigator
	

	Co-Investigator
	

	Study Coordinator
	

	Other (describe)
	 

	

	Description of Anticipated Risks

	Risks are described in informed consent forms and reflect the protocol:
	Yes (     No 


	CLINICAL MONITORING PLAN

	

	Responsible Parties (Add additional lines as necessary.)

	

	Investigator
	

	Independent Monitor
	    
	[Independent Monitor’s Name; Institutional Affiliation:]

	Data Safety Monitoring Board 
	      
	[NOTE: If a DSMB will be used, please attach a charter describing the board’s membership, responsibilities, meeting frequency, and reporting plan. For detailed information about the use of a DSMB please refer to http://www.mgh.harvard.edu/gcrc/Guidelines2.doc, or call the RSA Program at 617-726-0541.]

	

	Data to Monitor

	

	Serious Adverse Events
	

	Enrollment and Drop Out Rates
	

	Subject Interviews
	

	Laboratory Data
	

	Clinical Parameters
	

	Stopping Points (describe)
	

	Other (describe)
	

	Interim Analysis Plans (describe, if any)
	

	

	Frequency of Data Review

	

	Weekly
	

	Monthly
	

	Annually
	

	After every ___ subject
	

	Other (describe)
	

	Frequency of DSMB Meetings (describe if applicable)
	  

	

	Maintenance of Data Integrity/Confidentiality

	

	Who will monitor research records?
	

	Where will research records be stored and how will it be secured?
	

	What will happen to data when study is complete?
	


	COMPLIANCE, DOCUMENTATION AND REPORTING

	

	Training

	

	All study personnel have completed Collaborative IRB Training Initiative (CITI) training:
	Yes      No 

	

	Adverse Event Reporting (Check all that apply.)

	

	Entities with adverse event reporting responsibilities:
	PI     (
	Industry Sponsor 
	Other    

	Entities to which adverse events and, if applicable, DSMB reports will be reported: 

[NOTE:  Adverse events must be reported to the RSA program in the same way (using the IRB approved adverse event form) and in the same timeframes as mandated by the IRB.  MGH IRB guidelines are available at http://healthcare.partners.org/phsirb/adverse.htm.  MIT IRB guidelines are available at http://web.mit.edu/committees/couhes/monitoringandreporting.shtml#adverse.]
	RSA (
	IRB       ( 
	FDA      

	
	NIH 
	Industry Sponsor  
	DSMB 

	

	Documentation Requirements

	

	DSMB meeting minutes (if applicable) will be submitted to the RSA at the time of their submission to IRB.
	Yes (     No 

	Adverse event reports will be submitted to the RSA at the time of their submission to the IRB.
	Yes (     No 

	

	Statements of Compliance

	

	I understand and endorse the information and statements in this DSMP worksheet as the Data and Safety Monitoring Plan.  I am responsible for its implementation by all members of my research team.  I agree to notify the RSA if any of the information provided in this worksheet is amended.  

[NOTE: THIS WORKSHEET MUST BE SIGNED BY THE PRINCIPAL INVESTIGATOR IN ORDER FOR THE PROTOCOL TO BE APPROVED.]

	Investigator signature:
	

	Date:
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