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Neonates 

Complete the questions below to request inclusion of participants who are neonates of uncertain viability 
and nonviable neonates in the proposed research. The inclusion of these groups as participants in 
research requires that the investigator comply with the additional protections provided in 45 CFR 46 
Subpart B. For more information see HRPP policy Research Involving Pregnant Women, Fetuses, or 
Neonates. 
 
State who (other than investigators and key personnel) will determine the viability of a neonate and 
what procedures will be used to determine viability. 
 
Describe preclinical studies and clinical studies, where scientifically appropriate, that provide data for 
assessing potential risks to neonates. 
 
The viability of neonates to be involved in the research is:  

• Uncertain Viability 
• Nonviable 
• Both 

 
If Uncertain Viability is selected,  

For neonates of uncertain viability, the risk to the neonate is (check one): 
• The least possible and the research holds the prospect of enhancing the probability of 

survival to the point of viability 
• No added risk will result from the research and the purpose of the research is development 

of important knowledge that cannot be obtained by other means 
The consent of either parent or either parent's legally authorized representative (if neither 
parent is able to consent because of unavailability, incompetence, or temporary incapacity) is 
required, except that the consent of the father (or his legally authorized representative) need not 
be obtained if the pregnancy resulted from rape or incest. 

 
For neonates of uncertain viability, explain how the research meets one of the two conditions 
above.  
 

If Nonviable is selected,  
For nonviable neonates, explain why there will be no added risk to the neonate resulting from 
the research.  
 
For nonviable neonates, provide a description or justification for why the purpose of the 
research is the development of important knowledge that cannot be obtained by other means.  
The consent of both parents is required. The consent of a legally authorized representative of 
either or both of the parents of a nonviable neonate will not suffice. If either parent is unable to 
consent because of unavailability, incompetence, or temporary incapacity, the consent of one 
parent will suffice, except that the consent of the father need not be obtained if the pregnancy 
resulted from rape or incest. 

 
If Both is selected, all four questions above appear. 
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