Reporting Safety information in Randomized controlled trials  (Ioannidis and Lau, 2002)


	DOMAIN recommendation Ioannidis and Lau
	OUR QUESTION
	STATUS

	FREQUENCY of WITHDRAWALS due to adverse events (AE)


	Do the authors specify the number of patients withdrawn from the study 

due to AE  per study arm 

and per type of AE that caused withdrawal


	Y      N       Unclear

Y      N       Unclear

	FREQUENCY of AE

(can be stated as a count or as a proportion for either CLINICAL AE or LABORATORY-DEFINED TOXICITY)
	Do the authors provide the number of AE  with respect to severity (reference to a known scale of toxicity such as mild, moderate, severe, life threatening or grades 1 to 3, etc) per study arm  and 

per type of specific AE (i.e. diarrhea, headache, etc)
	Y      N       Unclear

Y      N       Unclear



	Was the recording of the AE (i.e. surveillance) ACTIVE or PASSIVE

	Is the surveillance ACTIVE (actively monitor the presence of absence of AE during the study…do not rely on methods that are PASSIVE (sometimes called spontaneous reporting).


	Y      N       Unclear



	Describe a SCHEDULE for collection of safety info
	Optional

1) Do the authors specify the schedule for collection of safety information?
	

	
	
	

	FREQUENCY of SERIOUS AE

(i.e. results in death, requires inpatient hospitalization,   persistent or significant  disability or is life threatening, WHO 2001)
	Are exact numbers for high-grade (serious and life threatening) clinical AE laboratory toxicity reported. 


	Y      N       Unclear

	SEVERITY of each AE

(i.e. mild, moderate, or severe headache)


	Have each of the AE been reported with respect to a severity continuum (i.e. mild diarrhea, severe headache, etc) ? 

Have some of the AE been reported with respect to a severity grade?


	Y      N       Unclear

Optional:

Y      N       Unclear

	Description of UNUSUAL or NOT PREVIOUSLY RECORDED AE


	Has a detailed description of cases of unusual or not previously recorded AE effects been presented?
	Y      N       Unclear

	STANDARDIZED SCALES used to capture AE. 


	Do the authors report the use of widely known, standardized scales for AE?

Specify scale:  
If the scale is new, do the authors provide definitions for the grades of severity
	Y      N       Unclear

Optional:

Y      N       Unclear



	Identify specific SAFETY TESTS or QUESTIONNAIRES used for data collection
	Do the authors identify specific safety tests or questionnaires used for data collection


	Y      N       Unclear


THRESHOLD SCORING for ADVERSE EVENTS:

1) Scoring:

YES 
= 1 

NO
= 0

Unclear
= consult with other rater to reach consensus

2) For the first 3 questions a MINIMUM score of 3 is required to proceed to the subsequent 5 questions

3) If all patients were accounted for (i.e. no withdrawals), then we assume a score of 2 for the WITHDRAWAL due to AE question

4) If no mention of serious (see definition) is mentioned in the paper, then we will ASSUME that they were NOT monitored (rather than not reported)

  Appendix B.  Forms
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