IRB CHECKLIST FOR RESEARCH INVOLVING PREGNANT WOMEN
45CFR46 Subpart B


[bookmark: Text1]Title of study:      

[bookmark: Text2]Principal Investigator:      

Definition of minimal risk:  the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological exams or tests.







* all exempt categories for approval at 45CFR46 are applicable to research on pregnant women, fetuses, and neonates

Check the box next to the item that best describes the risk anticipated to the fetus:
Not greater than minimal	☐
Greater than minimal		☐

Check the box next to the item that best describes the risk anticipated to the pregnant woman:
Not greater than minimal	☐
Greater than minimal		☐

This research holds the possibility of direct benefit to the fetus:
Yes				☐
No				☐


RISK/BENEFIT								        Y	       N     N/A     
	Where scientifically appropriate, preclinical studies, including studies on pregnant animals, and clinical studies, including studies on non-pregnant women, have been conducted and provide data for assessing potential risks to pregnant women and fetuses
	☐
	☐	☐
	The risk to the fetus is not greater than minimal, OR
Any risk to the fetus that is greater than minimal is caused solely by interventions or procedures that offer the prospect of direct benefit for the mother or fetus
*If yes, informed consent must be obtained from the pregnant woman
	☐
	☐
	☐

	There is no prospect of benefit to the mother or the fetus; risk to fetus is not greater than minimal and the purpose of the research is the development of  important knowledge that cannot be obtained by other means
*If yes, informed consent must be obtained from the pregnant woman
	☐
	☐
	☐





Check which situation applies:

	There is anticipated benefit ONLY to the fetus
(* If yes, mother AND father must provide informed consent, unless father is unavailable, undetermined, or the pregnancy resulted from rape/incest)

	☐
	There is possibility of direct benefit to the pregnant woman
   *If yes, informed consent must be obtained from the pregnant woman, but consent of father is not required
	☐
	There is the possibility of direct benefit to the pregnant woman AND the fetus?
   *If yes, informed consent must be obtained from the pregnant woman, but consent of father is not required
	☐

	
									
STUDY AND CONSENT PROCEDURES				         Y	       N      N/A
	Any risk is the least possible for achieving the objectives of the research
	☐
	☐
	☐

	The mother’s consent or the consent of her LAR is obtained in accordance with 45CFR46, subpart B, unless legally altered or waived
	☐
	☐
	☐

	The mother, or her LAR, is fully informed regarding foreseeable risks and impact of the research on the fetus or resultant child
	☐
	☐
	☐


[bookmark: _GoBack]
 
For neonates of uncertain viability or non-viable neonates                              Y	       N      N/A             
	No inducements, monetary or otherwise, will be offered to terminate a pregnancy
	☐
	☐
	☐

	Individuals engaged in research will have no part in any decisions as to the timing, method, or procedures used to terminate a pregnancy
	☐
	☐
	☐

	Individuals engaged in research will have no part in determining the viability of the fetus
	☐
	☐
	☐

	For neonates of uncertain viability, consent will be sought from either parent or either parent’s LAR (not father in the case of rape or incest)
	☐
	☐
	☐

	For non-viable neonates, consent will be obtained from both parents (except if either parent is unable to consent due to unavailability, incompetence/temporary incapacity, or not father in the case of rape/incest)
	☐
	☐
	☐ 

	For non-viable neonates, consent from parents’ LAR is not allowed
	☐
	☐
	☐
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