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IRB Member Checklist 

Projects Involving Pregnant Women and Human Fetuses

	Categories of Risk

Risk to pregnant woman/fetus:

 FORMCHECKBOX 
 This research holds out the prospect of a direct benefit to the pregnant woman.
 FORMCHECKBOX 
 This research holds out the prospect of a direct benefit both to the pregnant woman and fetus.
 FORMCHECKBOX 
 This research does not hold out the prospect of a direct benefit for the woman or the fetus, but the risk to the fetus is 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.

Risk to the fetus:

 FORMCHECKBOX 
 Not greater than minimal.
 FORMCHECKBOX 
 Greater than minimal risk and the 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.


	If the response to any of the questions listed below are ‘false,’ the research is NOT approvable by the IRB

	
	True
	False

	1. When 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.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	One of the following must be true:

1. The risk to the fetus is caused solely by interventions/procedures that hold out the prospect of direct benefit for the woman or fetus.

2. All of the following are true:

· There is no prospect of direct benefit for the woman or the fetus, AND

· The risk to the fetus is not greater than minimal, AND

· The purpose of the research is the development of important biomedical knowledge, AND

· The biomedical knowledge cannot be obtained by any other means.
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 



	
	True
	False

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

	 FORMCHECKBOX 


	One of the following options must be true:

1. The research holds out the prospect of direct benefit to the pregnant woman and the woman’s consent will be obtained.

2. The research holds out the prospect of direct benefit to both the pregnant woman and the fetus and the woman’s consent will be obtained.
3. All of the following statements are true:

· The research holds out no prospect of benefit for the woman or the fetus, AND

· The risk to the fetus is 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, AND

· The woman’s consent will be obtained.

4. The research holds out the prospect of direct benefit solely to the fetus and the consent of the pregnant woman and the father will be obtained. Exception: the unavailability, incompetence, or temporary incapacity of the father, or the pregnancy resulted from rape or incest.
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


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

	 FORMCHECKBOX 


	One of the following must be true:

1. The research does NOT involve participants who are pregnant women under 19 years of age (i.e., children).
2. The requirements for research involving children are met (see IRB Document 116.1, “IRB Member Checklist for Projects Involving Children”)
3. The mother, father, or investigator will not terminate the pregnancy for any reason.

4. Individuals engaged in the research will have no part in determining the viability of a fetus.
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 
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