COURSE:  SOCIAL AND BEHAVIORAL RESEARCH BEST PRACTICES	MODULE: PARTICIPANT SAFETY & ADVERSE EVENTS
Recognizing and Monitoring Adverse Events: 
Examples of questions to assess for adverse events

	Tool/Resource:
	Recognizing and Monitoring Adverse Events: Examples of questions to assess for adverse events; adapted from the COMBINE SAFTEE*

	Purpose:
	To assist study team members in querying participants for adverse events and study-related harms  

	Audience:
	Study team members responsible for creating study materials and case report forms and those responsible for adverse event monitoring

	Best Practice Recommendations:
	· This resource can be used during the protocol and case report form development stage
· Remember that some behavioral interventions may cause transient, though expected, worsening of mood and/or symptoms before an improvement is noted; these should be documented and reported as needed
· Discuss as a team and/or content experts to identify specific symptoms or feelings or other harms that might arise during study participation
· Add your own questions based on study needs and adjust time frames as needed
· Review this resource alongside The COMBINE SAFTEE: a structured instrument for collecting adverse events adapted for clinical studies in the alcoholism field (Johnson 2005) reference
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	Special Considerations:
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The SAFTEE and COMBINE SAFTEE are standardized assessments to document adverse events and harms that occur during research. They include a General Index of open ended questions & Specific Index that queries a list defined signs and symptoms.  Though designed for drug trials, the SAFTEE and COMBINE SAFTEE approach can be adapted for social and behavioral.  
	COMBINE SAFTEE General Index
	Suggested change for social and behavioral research

	Have you had any physical or health problems since our last visit?
	Have you had any physical or mental health worries or concerns since our last visit?  Yes | No

To address distress level:
How much are you bothered by <insert health worry or concern>:  Not at all | A little bit | Moderately | Quite a bit | Extremely

	Have you noticed any changes in your physical appearance since our last visit?
	Have you experienced any unwanted changes in your appearance since our last visit?  Yes | N0



	Have you cut down on the things you usually do because of not feeling well physically since our last visit?
	Have you changed your activities because of your physical or mental health?  Yes | No 

	Probing Questions for positive responses – 
· Date of onset
· Duration (days)
· Pattern
· Isolated | Intermittent | Continuous
· Severity or distress
· Minimal | Mild | Moderate | Severe
· How much have you been bothered by this: 1 = not at all 2 = a little bit 3 = moderately 4 = quite a bit 5 = extremely
	Probing Questions for positive responses – 
· Can you tell me approximately when did you start feeling this way?
· How long have you felt this way?
· How long has it been going on?
· Is there a pattern that you’ve noticed?  Single occurrence | Intermittent | All the time
· How would you rate the severity of <insert health worry or concern>?  Mild | Moderate | Severe
· How much are you bothered by <insert health worry or concern>:  Not at all | A little bit | Moderately | Quite a bit | Extremely




	COMBINE SAFTEE Specific Index (selected items; not the full index)
	Suggested change for social and behavioral research

	Feeling tired or fatigued
	· Feeling especially tired or fatigued
· Feeling more tired or fatigued than usual

	Nervousness/anxiety
	· Feeling more nervous or anxious than usual

	Irritability
	· Feeling more irritable than usual

	Problems falling asleep or staying asleep
	· Having more difficulties with falling or staying asleep compared to usual

	Sleeping too much
	· Changes in sleep quality – not feeling as refreshed after sleep

	Feeling down, depressed or blue
	· New feelings of being sad or depressed
· Feeling sadder or more depressed


Levine J and Schooler NR. SAFTEE: a technique for the systematic assessment of side effects in clinical trials. Psychopharmacol Bull. 1986. 22(2):343-81.
*Johnson BA, Ait-Daoud N, Roache JD. The COMBINE SAFTEE: a structured instrument for collecting adverse events adapted for clinical trials in the alcoholism field. J Stud Alcohol Suppl. 2005. 15:157-67. 
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