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SOP 6.02 - Informed Consent: Research Involving 

Children  
 
1. Objective 

 In accordance with the Belmont Report ethical principle “Respect for persons” and 45 CFR 46 Subpart D, this 
 SOP describes the basic requirements and guidelines for obtaining ethically informed assent from child 
 research subjects and parent permission. 
 
2. General Description 

 With limited exception, no investigator may involve a human being as a subject in research unless the 
 investigator has obtained informed consent/permission/assent of the subject or the subject's legally 
 authorized representative. This SOP outlines the basic considerations surrounding child assent and parent 
 permission. Please closely reference SOP 6.01 for baseline considerations concerning informed consent 
 process, documentation, and waivers. 
 

 Definitions 
 
 Informed consent - includes all of the processes and documentation that allow human subjects to be made aware 
 and give permission for participation in a research project. 
 
 Guardian (per NRS 159.017) – is any person appointed as guardian of the person, of the estate, or of the person 
 and estate for any other person. The term includes, without limitation, a special guardian or, if the context so 
 requires, a person appointed in another state who serves in the same capacity as a guardian in this State. 
 
 Per Chapter 159 (159.0805) of the Nevada Revised Statutes, court approval is required before a guardian may 
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 Investigators 
 An investigator shall seek such child assent and parent permission only under circumstances that provide 
 sufficient opportunity to consider whether or not to participate and that minimize the possibility of coercion 
 or undue influence. 
 
 The information that is given to the child and parent shall be in language understandable to the child and 
 parent. 
 
 No child assent or parent permission, whether oral or written, may include any exculpatory language through 
 which the child or parent is made to waive or appear to waive any of the subject's legal rights, or releases or 
 appears to release the investigator, the sponsor, the institution 
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