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A Data and Safety Monitoring Plan is required for:

(  All studies considered more than minimal risk

(  Studies where there is an NIH or FDA requirement for a plan

(  Studies when requested by the IRB

	Section I.  Safety 

The safety plan should describe how the local Principal Investigator (PI) will oversee the research participant’s safety and welfare.  The plan should be tailored to the nature, size, and complexity of the research, the expected risks, and the type of subject population being studied. [OHRP guidance]

	1. Safety data or events

Describe the type of data and events that are to be captured under the monitoring plan in the space below.

	


	2. Responsibilities

Who will be responsible for safety monitoring?
	Roles

(Check all that apply)

	Responsible Party/Person: 

(select all that apply)
	Collect safety data
	Compile Safety Reports
	Analyze/
Assess safety Reports

	[image: image1.wmf]
	The Principal Investigator
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	Other Research Personnel listed on the study’s IRB approved Research Personnel form
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	An independent monitor from this institution (internal).
Refers to a Medical/Safety Monitor (reviews all SAEs, etc.) Not including regulatory monitors as they do not review SAEs for safety; they generally monitor compliance with protocol. 

Name:       
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	An independent monitor from institution/sponsor (external).
Refers to a Medical/Safety Monitor (reviews all SAEs, etc.) Not including regulatory monitors (as they do not review SAEs for safety, they generally monitor compliance with protocol.)

Name:       
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	A data and safety monitoring board (DSMB), an independent DSMB or a data safety monitoring committee (DSMC).

Name  of DSMB/C:  
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	Other (describe):  
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	If PI is sole safety monitor of the study, explain how potential conflict of interest will be mitigated in the space below
	N/A [image: image22.wmf]

	


	3. Frequency of Analysis of Safety Data

Describe the time frames for compiling and analyzing safety information (not involving outcome data analysis), in the space below.

	


	4. Procedure for Analysis and Interpretation of the Safety Data

Describe the plan for evaluating the safety data (Describe methods. Start by reviewing the determinations to be made (unanticipated, related, serious, not serious, etc.) 

	


	5. Reporting
(a)  Describe the process for reporting results of safety data analysis (e.g., triggers/stopping rules) in the space below.

	


	6. Actions to be taken
In addition to reporting, in the space below, describe any other actions to be taken as a result of safety data analysis (consider that a local PI may need to take substantive action in response to safety issues):

	


	7. If applicable, information about the safety monitoring entity 
Provide a description for each monitoring entity (e.g., individual Medical Monitor, Data Management Committee (DMC), DSMB, etc. (Not the regulatory monitor who is described in Section II)); how it operates; and the mechanisms to assure independence of judgment:, in the space below.

	


	Section II.  Data Integrity 

Describe the plan for monitoring the integrity of the data. How will data integrity be assessed? When will data integrity be assessed? Who is responsible? If there are other monitoring entities, how are these activities integrated?

Examples: Data will be entered unmonitored. Data will be entered with 100% source verification by another individual but data remains editable until locked by sponsor. Data entered with 100% source verification by another individual (or DCC) and locked to protect from further edits.
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