
THIS DOCUMENT MUST BE COMPLETED BY THE INVESTIGATOR.  THE FORM IS A GUIDE FOR THE REVIEW PROCESS AND FINAL DETERMINATIONS OF THE IRB ARE NOTED IN THE MEETING MINUTES OR EXPEDITED REVIEWER FORM.   
Additional Protections for Research Involving Pregnant Women or Fetuses
(Form B-204)

Note re D.O.D. Funding:  The Department of Defense, applies Subpart B only to research involving pregnant women as participants in research that is more than minimal risk and includes interventions or invasive procedures to the woman or the fetus or involving fetuses or neonates as participants.  However, because by internal policy UCHC applies equivalent standards to all research regardless of funding source, and because DHHS does not make such a distinction, UCHC applies Subpart B to all non-exempt research involving pregnant women as the recipient of a drug, device or biologic.  The additional protections are not applicable when a women becomes pregnant while enrolled in a non-federally funded or supported study, the intervention is stopped, and the remaining activity is limited to the collection of long-term follow-up data on the pregnancy, pregnant women.  Therefore, investigators with D.O.D. supported research may be required for UCHC purposes to complete this form.  If funding is from D.O.D., the term “biomedical knowledge” throughout this form is considered replaced with “generalizable knowledge”). Note re research conducted or supported by the EPA, or intended for submission to the EPA:  The EPA prohibits, and the IRB cannot approve, research involving the intentional exposure of pregnant women to any substance. 
Principal Investigator:     
Project Title:     
Definitions:

Dead fetus:  
A fetus that exhibits neither heartbeat, spontaneous respiratory activity, spontaneous movement of voluntary muscles, nor pulsation of the umbilical cord.
Delivery:  
Complete separation of the fetus from the woman by expulsion or extraction or any other means.
Fetus:  
The product of conception from implantation until delivery.
Neonate: 
A newborn.
Non viable Neonate:
A neonate after delivery that, although living, is not viable
Pregnancy:
The time from implantation to delivery
Viable Neonate:
Being able , after delivery, to survive (given the benefit of available medical therapy) to the point of independently maintaining heartbeat and respiration. 

Children:
Persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted.
Note:  Unavailability of the father as related to consent issues is interpreted to mean that he is either deceased or that his whereabouts are not known and cannot be determined with a reasonable amount of effort.
Directions – The IRB must be able to determine that the research is permissible and be able to identify the specific information within the protocol/consent that addresses each required finding.  Explain how the criteria for B204 are satisfied and provide reference points to the protocol page number (e.g. p4) and/or consent page number (e.g. c5) that contains the justification for each finding. Cells will expand to accommodate text.     
46.204 –For research involving pregnant women or fetuses explain how the following elements are satisfied and provide reference points to the protocol and/or informed consent form:

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

	PI Answer:   



	Protocol reference point:       


	Consent reference point:    


b.
The risk to the fetus is caused solely be 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 biomedical knowledge which cannot be obtained by any other means;

	PI Answer:   



	Protocol reference point:       


	Consent reference point:    


c.
Any risk is the least possible for achieving the objective of the research; 

	PI Answer:  
 

	Protocol reference point:   
    
	Consent reference point:    


d.
If the research holds out the prospect of direct benefit to the pregnant woman, the prospect of a direct benefit to both 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, her consent is obtain in accord with the informed consent provision of subpart A (common rule);

	PI Answer:   



	Protocol reference point:       


	Consent reference point:    


e.
If the research holds out the prospect of direct benefit solely to the fetus then the consent of the pregnant woman and the father is obtained in accord with the informed consent provision of subpart A (common rule), 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;

	PI Answer:   



	Protocol reference point:       


	Consent reference point:    


f.
Each individual providing consent under paragraph d or e of this section is fully informed regarding the reasonably foreseeable impact of the research on the fetus or neonate;

	PI Answer:   



	Protocol reference point:       


	Consent reference point:    


g.
For children who are pregnant, assent and permission are obtained in accord with the provisions of subpart D – children involved as subjects in research;

	PI Answer:   



	Protocol reference point:  
     
	Consent reference point:    


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

	PI Answer:   



	Protocol reference point:       


	Consent reference point:    


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

	Answer: 
 

	Protocol reference point:  
     
	Consent reference point:    


j.
Individuals engaged in the research will have no part in determining the viability of neonates.

	Answer:   



	Protocol reference point:  
     
	Consent reference point:    


The following is applicable to fetal research when funding for the research is from the Dept. of Defense, inclusive of any of its components.  

 FORMCHECKBOX 
   Check if here not applicable (i.e. not fetal research, and/or not D.O.D. funded) 

Fetal research must comply with the US Code Title 42, Chapter 6A, Subchapter III, Part H, 289g which states the following:

(a) Conduct or support by Secretary; restrictions 
The Secretary may not conduct or support any research or experimentation, in the United States or in any other country, on a nonviable living human fetus ex utero or a living human fetus ex utero for whom viability has not been ascertained unless the research or experimentation—

· may enhance the well-being or meet the health needs of the fetus or enhance the probability of its survival to viability; or
· will pose no added risk of suffering, injury, or death to the fetus and the purpose of the research or experimentation is the development of important biomedical knowledge which cannot be obtained by other means.
Comment on how the above are addressed:       
(b) Risk standard for fetuses intended to be aborted and fetuses intended to be carried to term to be same 
In administering the regulations for the protection of human research subjects which—

· apply to research conducted or supported by the Secretary;
· involve living human fetuses in utero; and
· are published in section 46.208 of part 46 of title 45 of the Code of Federal Regulations; or any successor to such regulations, the Secretary shall require that the risk standard (published in section 46.102(g) of such part 46 or any successor to such regulations) be the same for fetuses which are intended to be aborted and fetuses which are intended to be carried to term.

Comment on the equivalence of the risk standard:       
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