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7)    Additional Possible Elements
Statement that the particular treatment or procedure may involve risks to the subject which are currently unforeseeable [45 

CFR 46.116(c)(1)]

Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to 

the subject’s consent [45 CFR 46.116(c)(2)]

Any additional costs to the subject that may result from participation in the research [45 CFR 46.116(c)(3)]

Consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation 

by the subject [45 CFR 46.116(c)(4)]

Approximate number of subjects involved in the study [45 CFR 46.116(c)(6)]

2 of 2


