


§46.203 Duties of IRBs in connection with research involving pregnant women, fetuses, and 

neonates.  

In addition to  other responsibilities assigned to IRBs under this part, each IRB shall review research 

covered by this subpart and approve only research which satisfies the conditions of all applicable 

sections of this subpart and the other subparts of this part.  

§46.204 Research involving pregnant women or fetuses.  

Pregnant women or fetuses may be involved in research if all of the following conditions are met:  

(a) Where scientifically appropriate, preclinical studies, including studies on pregnant animals, and 

clinical studies, including studies on nonpregnant women, have been conducted and provide data for 

assessing potential risks to pregnant women and fetuses;  

(b) The risk to the fetus is caused solely by interventions or procedures that hold out the prospect of 

dire ct benefit for the woman or the fetus; or, if there is no such prospect of benefit, the risk to the 

fetus is not greater than minimal and the purpos(st)-3.3g ( )]TJ
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(1) Where scientifically appropriate, preclinical and clinical studies have been conducted and 

provide data for assessing potential risks to neonates.  

(2) Each individual providing consent under paragraph (b)(2) or  (c)(5) of this section is fully 

informed regarding the reasonably foreseeable impact of the research on the neonate.  

(3) Individuals engaged in the research will have no part in determining the viability of a neonate.  

(4) The requirements of paragraph (b)  or (c) of this section have been met as applicable.  

(b) Neonates of uncertain viability.  Until it has been ascertained whether or not a neonate is viable, 

a neonate may not be involved in research covered by this subpart unless the following additional 

conditions have been met:  

(1) The IRB determines that:  

(i) The research holds out the prospect of enhancing the probability of survival of the neonate to the 

point of viability, and any risk is the least possible for achieving that objective, or  

(ii) The pu rpose of the research is the development of important biomedical knowledge which 

cannot be obtained by other means and there will be no added risk to the neonate resulting from the 

research; and  
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