
 

Yes NA ITEMS 

ADDITIONAL ELEMENTS 
  a statement that the particular treatment or procedure may involve risks to the participant 

which are currently unforeseeable 

  if the participant is or may become pregnant, a statement that the particular treatment or 
procedure may involve risks to the embryo or fetus which are currently unforeseeable 

  anticipated circumstances under which the participant’s participation may be terminated by 
the investigator without regard to the participant’s consent 

  any additional costs to the participant that may result from participation in the research  

  the consequences of a participant’s decision to withdraw from the research  

  the procedures for orderly termination of participation by the participant 

  a statement that significant new findings developed during the course of the research which 
may relate to the participant’s willingness to continue participation will be provided to the 
participant 

  the approximate number of participants involved in the study  

  a statement that the participant’s biospecimens may be used for commercial profit 

  a statement about whether the participant will or will not share in the commercial profit 

  a statement about whether clinically relevant results, including individual results, will be 
disclosed to the participant and if so, under what conditions 

  a statement about whether the research will (if known), or might include whole genome 
sequencing 
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