	DATA SAFETY AND MONITORING PLAN ADDENDUM
	NJH IRB


	HS#:      
	CTRC# (if applicable):      
	DATE:      

	PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      
	PHONE/(DIRECT) EXTENSION:      

	IRB CONTACT:      
	PHONE/EXTENSION:      



	Required for all studies involving greater-than-minimal risk not monitored by an external Data Safety Monitoring Board (DSMB).

Address each of the questions below.

	

	PART 1. ADHERENCE TO THE PROTOCOL

	1.1 
Who (name and role) will monitor and report on adherence to the protocol?

     

	1.2 
How will adherence to the protocol be determined?

     

	1.3 
How often will that person monitor and report on adherence to the protocol?

     


	PART 2. SAFETY DATA

	2.1 
Who (name and role) will examine and report on safety data? 

     

	2.2 
By what criteria will that person assess the safety data? (Examples include severity, causality, outcomes, frequency, etc.)

     

	2.3 
How often will that person examine and report on safety data?

     


	PART 3. ACTUAL DATA

	3.1 
Who (name and role) will ensure the accuracy, quality, and management of the data?

     

	3.2 
What steps will be taken to ensure the accuracy, quality, and management of the data?

     


	PART 4. ADVERSE EVENTS / UNANTICIPATED PROBLEMS

	4.1 
For the study population, what are the anticipated adverse events, and what are their expected frequencies?

     

	4.2 
Please provide a basis for which this list of adverse events is both adequate and current. (Consider scientific literature, physician anecdotal evidence, etc.)

     

	4.3 
How will actual adverse events be documented, reported, and followed? 

     

	4.4 
List, by name, the individual(s) responsible for assessing adverse events / unanticipated problems occurring during this study.

Note: A physician (M.D. or D.O) must assess adverse events for high-risk medical procedures. A psychologist (Ph.D. or Psy.D.) or physician must assess adverse events in behavioral interventions.
     

	4.5
List, by name, the individual(s) responsible for reporting adverse events / unanticipated problems occurring during this study.

     


	PART 5. STOPPING RULES

	5.1 
List the circumstances where you would stop individual subjects’ participation. 

     

	5.2 
List the circumstances where you would stop study conduct (at least temporarily) at National Jewish Health. 

     

	5.3 
List all entities or individuals who have the authority to suspend or stop this study.

     


	DECLARATION: I attest that I have carefully reviewed this Data Safety and Monitoring Plan Addendum.

Principal Investigator’s Signature





Date








National Jewish Health IRB
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