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  Any additional costs to the subject that may result from participation in 

the research 



§46.117 Documentation of Informed Consent Checklist  

a. Except as provided in paragraph "c" of this section, informed consent shall be 

documented by the use of a writ
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Special Requirements - 45 CFR 46 Subpart D - Additional DHHS Protections for 

Children Involved as Subjects in Research 

Assent/ 

Waiver 

The IRB shall determine that adequate provisions are made for soliciting the 

assent of the children, when in the judgment of the IRB the children are capable 

of providing assent. If the IRB determines that the capability of some or all of 
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