CHECKLIST: Research Involving Pregnant Women
Instructions: Complete this checklist as you review the protocol.  Records and minutes must document protocol-specific findings justifying each of the determinations.
	IRB Number:                         PI Name:                                               IRB Meeting Date:                 
Protocol Title:      


     










     

Reviewer (Print Name) 



Reviewer’s Signature                               Date
The research must meet one of the following three sets of criteria.
1. Non-HHS regulated minimal risk research.  In order to be approved, all must be “Yes.”
	The research is not conducted, funded or otherwise subject to HHS regulations.


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	The research involves no more than minimal risk to pregnant women and fetuses.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	The research meets one of the criteria for expedited review.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No


2.  Non-HHS regulated that is more than minimal risk research.  All must be checked “Yes”.
	Preliminary studies have been conducted and provide data for assessing potential risks to pregnant women and fetuses.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  N/A

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

 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination:

	The research holds the prospect of benefit to the pregnant woman or fetus.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Consent of the pregnant women will be obtained. 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Each woman providing consent is fully informed regarding the reasonably foreseeable impact of the research on her and the fetus. 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination:

	For children who are pregnant, assent and permission are obtained in accord with the provisions of subpart D or state law regarding consent by pregnant minors.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination:

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


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination:

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


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination:


3. HHS regulated that is more than minimal risk research involving pregnant women 45 CFR 46.204.  

To be approved, all items in the right most columns must be checked “Yes.”
	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.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No


	One of the following is “Yes:”

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

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

If there is no such prospect of benefit to 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.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No



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

 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination:

	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 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, consent of the mother is obtained. 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination:

	If the research holds out the prospect of direct benefit solely to the fetus, the consent of the pregnant woman and the father is obtained, 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. 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination:

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

 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination:

	For children who are pregnant, assent and permission are obtained in accord with the provisions of subpart D and state law.  

Note: If the research is directly related to the pregnancy, consent/assent is only needed from the pregnant minor who is not married.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination:

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


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination:

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


	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination:


The University of Texas at Austin                                                                                                                                                  Page 1 of 2                                                                                                             
Institutional Review Board – Revision November 2011

