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This form must be included with all project applications that propose the use of pregnant women, human fetuses, or neonates, regardless of the risk level of the study and regardless of whether that population is being targeted for recruitment or not.    
I.  Study Identification
	Title of Study


	     

	Principal Investigator/Study Chair
	     


II.  Requirements for the Use of Pregnant Women in Research
	The investigator must provide a response for each question or statement below.
	YES
	NO 
	N/A

	1. Are pregnant women, human fetuses, or neonates the focus of the research?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a. Is the study greater than minimal risk and/or will there be any interventions or invasive monitoring that includes risk?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Are there any other study procedures that involve greater than minimal risk?  This does not include clinical follow-up of women who become pregnant while on a study and are withdrawn from the intervention portion of the study with follow-up of the pregnant women neonates for safety and outcome purposes.

If the answer was yes to any of the above three questions, all of the following questions or statements must be answered yes in order to use this population in research and submit this form.  If all the answers to the above three questions was no, skip to question 9.  
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Where scientifically appropriate, have preclinical studies including studies on pregnant animals and clinical studies including studies on non-pregnant women, been conducted and do they provide data for assessing potential risks to pregnant women and fetuses?  A description of such studies should be included in the project application.
	 FORMCHECKBOX 

	
	

	3. 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; or, if there is no such prospect of benefit, the risk to the fetus is not greater than minimal and the purpose of the research is the development of important medical knowledge which cannot be obtained by any other means.
	 FORMCHECKBOX 

	
	

	4    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 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, the pregnant woman’s informed consent is obtained in accordance with the informed consent provisions of VHA Directive 1200.05
	 FORMCHECKBOX 

	
	

	4. Each individual providing informed consent is fully informed regarding the reasonably foreseeable impact of the research on the fetus.  For children who are pregnant, assent and permission are obtained in accordance with the provisions of 45 CFR Part 46, Subpart D.  Research involving clinical interventions with the potential of greater than minimal risk cannot be conducted by VA investigators on children who are pregnant.
	 FORMCHECKBOX 

	
	

	5. Is any risk the least possible for achieving the objectives of the research?
	 FORMCHECKBOX 

	
	

	6. There are no inducements included in the research, monetary or otherwise, that will be offered to terminate a pregnancy. 
	 FORMCHECKBOX 

	
	

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

	
	

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

	
	


	       9    Describe any additional protections and safeguards in the protocol for the use of pregnant 

             Women, human fetuses and neonates:       



III.  Investigator Certification
	The principal investigator must check each box and sign and date the form.



	 FORMCHECKBOX 

I understand my responsibilities to follow all applicable VA and federal requirements to protect the rights and welfare of this vulnerable population.
 FORMCHECKBOX 

I understand that the informed consent requirements described in VHA Handbook 1200.05 concerning this vulnerable population are not intended to preempt any applicable federal, state, or local laws that require additional information be disclosed for the informed consent to be legally effective. 
 FORMCHECKBOX 

I agree to follow all additional protections and safeguards for this vulnerable population as described in this project and as required by the VA Central IRB and I will ensure my project team is informed of these protections, safeguards, and requirements.



	
	PI/SC Signature
	
	Date
	


Vulnerable Population Supplement


(Pregnant Women, Human Fetuses, and Neonates)
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