DESCRIPTION OF SEARCH STRATEGY USED TO PROVIDE HARM-RELATED EVENTS TO COLUMBIA.

To provide the data to the Columbia group, the following search strategy was applied and a narrative review was conducted without knowledge of randomized treatment, for the purposes of identifying harm-related events.  In addition to using the search strategy used by the FDA, additional search items were added to the FDA procedures (underlined). 

· Electronic search of verbatim (lower level) terms

Searched verbatim terms for the following text strings: attempt, cut, gas, hang, hung, jump, mutilate-, overdos-, self damage-, self harm, self inflict, self injur-,  shoot, slash, suic-, lacer-, fight-, mania, aggres-, kill,  agita-, hostil-, irrita-, threat   

Any terms identified by this search because the string is a substring of an unrelated word (e.g., “cut” might identify “acute” ) were excluded.

· Electronic search of preferred terms 

Searched preferred terms for the following: suicide, suicide attempt, suicide gesture, suicidal ideation, suicide, self injurious behavior, intentional self-injury, self-mutilation, overdose, alcohol poisoning, homicidal ideation, hostility, verbal aggression, physical aggression, mania, agitation, irritability, abnormal behavior, fighting

· Manual search of preferred terms

Any additional instances of possible harm to self or other were included 

· Review narratives for all SAEs

Any additional instances of possible harm to self or other were included. SAEs related to mania and hostility were examined for self-harm or suicidality. Any death due to suicide or overdose were included.

