
Subpart B  Additional Protections for Pregnant Women, Human Fetuses 
and Neonates Involved in Research  

  Source:  66 FR 56778, Nov. 13, 2001, unless otherwise noted.  

§46.201 To what do these regulations apply? 

(a) Except as provided in paragraph (b) of this section, this subpart applies to all research involving 

pregnant women, human fetuses, neonates of uncertain viability, or nonviable neonates conducted 

or supported by the Department of Health and Human Services (DHHS). This includes all research 

conduct ed in DHHS facilities by any person and all research conducted in any facility by DHHS 

employees.  

(b) The exemptions at §46.101(b)(1) through (6) are applicable to this subpart.  

(c) The provisions of §46.101(c) through (i) are applicable to this subpart. R eference to State or 

local laws in this subpart and in §46.101(f) is intended to include the laws of federally recognized 

American Indian and Alaska Native Tribal Governments.  

(d) The requirements of this subpart are in addition to those imposed under the other subparts of 

this part.  

§46.202 Definitions.  

The definitions in §46.102 shall be applicable to this subpart as well. In addition, as used in this 

subpart:  

(a) Dead fetus means a fetus that exhibits neither heartbeat, spontaneous respiratory activity, 

spontaneous movement of voluntary muscles, nor pulsation of the umbilical cord.  

(b) Delivery means complete separation of the fetus from the woman by expulsion or extraction or 

any other means.  

(c) Fetus means the product of conception from implantation un til delivery.  

(d) Neonate means a newborn.  

(e) Nonviable neonate means a neonate after delivery that, although living, is not viable.  

(f) Pregnancy encompasses the period of time from implantation until delivery. A woman shall be 

assumed to be pregnant if she exhibits any of the pertinent presumptive signs of pregnancy, such as 

missed menses, until the results of a pregnancy test are negative or until delivery.  

(g) Secretary means the Secretary of Health and Human Services and any other officer or employee 

of the Department of Health and Human Services to whom authority has been delegated.  

(h) Viable, as it pertains to the neonate, means being able, after delivery, to survive (given the 

benefit of available medical therapy) to the point of independently maintaining heartbeat and 

respiration. The Secretary may from time to time, taking into account medical advances, publish in 

the FEDERAL REGISTER guidelines to assist in determining whether a neonate is viable for purposes 

of this subpart. If a neonate is viable then it may be included in research only to the extent 

permitted and in accordance with the requirements of subparts A and D of this part.  



§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  



represen


