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IRB Checklist for Research Involving Pregnant Women
Purposes of this Form

USU does not normally conduct research that targets pregnant women, fetuses, or neonates; however, it is recognized that while research is being conducted involving women of child-bearing age, pregnant women may be involved in research.   In such cases, it is incumbent on the investigator and the IRB to evaluate the participation to verify that it provides appropriate protections in keeping with the Common Rule and the ethical principles in the Belmont Report.  This form will guide an individual through USU’s requirements to determine if the participant should remain in the study.

Definition:
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 (adopted from 45 CFR 46.202, Subpart B). 

IRB Guidance on Pregnant Women and Fetuses in Research:
The IRB allows women and fetuses to be involved in research if all of the following conditions are met:

· Where scientifically appropriate, preclinical studies, including studies on pregnant animals and clinical studies on non-pregnant women, have been conducted and provide data for assessing potential risks to pregnant women and fetuses.

· For non DHHS-funded research, any risk to the fetus is caused solely by interventions or procedures that hold out the prospect of direct benefit for the woman or the fetus; or, if there is no prospect of benefit, the risk to the fetus is not greater than minimal and the purpose of the research is the development of important knowledge which cannot be obtained by any other means.

· For DHHS-funded research, any risk to the fetus is caused solely by interventions or procedures that hold out the prospect of direct benefit for the woman or the fetus; or, if there is no prospect of benefit, the risk to the fetus is not greater than minimal and the purpose of the research is the development of important biomedical knowledge which cannot be obtained by any other means.

· Any risk is the least possible for achieving the objectives of the research.

· If the research holds out the prospect of direct benefit to the pregnant woman, the prospect of a direct benefit both to the pregnant woman and the fetus, or no prospect of benefit for the woman nor the fetus when risk to the fetus in not greater than minimal and the purpose of the research is the development of important biomedical knowledge that cannot be obtained by any other means, her consent is obtained in accord with the informed consent provisions of 45 CFR 46 Subpart A.

· If the research holds out the prospect of direct benefit solely to the fetus, then the consent of the pregnant woman and the father must be obtained in accord with the informed consent provisions of 45 CFR 46 Subpart A, except that the father's consent need not be obtained if he is unable to consent because of unavailability, incompetence, or temporary incapacity or the pregnancy resulted from rape or incest.

· Each individual providing consent is fully informed regarding the reasonably foreseeable impact of the research on the fetus or neonate.

· For children who are pregnant, assent must be obtained from the pregnant child and permission from her parent or legal guardian.

· No inducement, monetary or otherwise will be offered to terminate a pregnancy.

· Individuals engaged in the research will have no part in determining the viability of a neonate.

Minimal risk means that the probability and magnitude of the 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.

	
	Research Involving Pregnant Women [45 CFR 46.204]


	A.  
	Explain why the proposed research is scientifically appropriate, including descriptions assessing potential risks to pregnant women and fetuses:        

	
	

	B.
	Check the box next to the item that best describes the anticipated risk to the fetus:

	
	1)    FORMCHECKBOX 
Not greater than minimal; or

	
	2)    FORMCHECKBOX 
Greater than minimal 



	C.
	Provide a rationale for anticipated risk:        

	
	

	D.
	Explain why any risk is the least possible for achieving the objectives of the research:        

	
	

	E.
	Check the appropriate box as it applies to this research

	
	1)    FORMCHECKBOX 
No     FORMCHECKBOX 
Yes    This research holds out the prospect of a direct benefit to the pregnant woman;

	If “Yes”, informed consent must be obtained from the pregnant woman or her legally authorized representative as required in 45 CFR 46.116 & 117; but consent from the father is not required 

	
	

	
	2)    FORMCHECKBOX 
No     FORMCHECKBOX 
Yes    This research will involve individuals under the age of 18 who are pregnant and are not considered emancipated minors.  


	If ”Yes”, assent from the pregnant child and permission from her parent or legal guardian must be obtained in accordance with the provisions of 45 CFR 46, Subpart D.
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