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	Research Involving Pregnant Women Criteria
	Y
	N
	N/A
	Comments

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

	One of the following is true:
	
	
	
	

	· 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.
	
	
	
	

	· 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.
	
	
	
	

	For children who are pregnant, assent and permission are obtained in accordance with the regulations.
	
	
	
	

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

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

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

	

	Consent/ Permission Criteria
	Y
	N
	N/A
	Comments

	The consent of the mother is obtained in accordance with the regulations.
	
	
	
	

	 If the research holds out the prospect of direct benefit solely to the fetus, then the consent of the father is also obtained in accordance with the regulations, except that the father’s consent does not need to be obtained if he is unable to consent because of unavailability, incompetence, or temporary incapacity or the pregnancy resulted from rape or incest.
	
	
	
	

	Individuals providing consent are fully informed regarding the reasonably foreseeable impact of the research on the fetus or neonate.
	
	
	
	


	
	Were the 32 CFR 219.111 criteria for approval met?
	YES
	NO

	1.
	Risks to subjects are minimized:

· By using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and

· Whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.
	
	

	
	
	
	

	2.
	Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result.
	
	

	3.
	Selection of subjects is equitable.
	
	

	4.
	Informed consent will be sought from each prospective subject or the subject's legally authorized representative, in accordance with, and to the extent required by 

32CFR219.116?

· If no, has a Waiver of Informed Consent approved by the IRB?
	
	

	
	
	
	

	5.
	Informed consent will be appropriately documented, in accordance with, and to the extent required by 32 CFR 219.117?

· If no, has a Waiver of Documentation of Informed Consent approved by the IRB?
	
	

	
	
	
	

	6.
	When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.
	
	

	7.
	When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.
	
	

	8.
	Are there adequate protections for the confidentiality of data?
	
	

	9.
	When some or all of the subjects are likely to be vulnerable to coercion or undue influence, additional safeguards have been included in the study to protect the rights and welfare of these subjects. 

(Applicable if study involves pregnant women/fetuses, children, prisoners, mentally disabled persons, economically/educationally disadvantaged persons, deployed active duty personnel.)
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REVIEWER SIGNATURE:  _____________________________________    
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