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Additional Protections for Pregnant Women, Human Fetuses and Neonates Involved in Research
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Research Involving, after delivery, the placenta, the dead fetus or fetal material

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 B206 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.  
46.206 - 
For research involving, after delivery, the placenta, the dead fetus, or fetal material explain, how the following criteria are satisfied and provide reference points to the protocol and/or consent:
a. 
Research involving, after delivery, the placenta; the dead fetus; macerated fetal material; or cells, tissue, or organs excised from a dead fetus, shall be conducted only in accord with any applicable Federal, State or local laws and regulations regarding such activities.

	PI Answer: 
 

	Protocol reference point:


	Consent reference point:   


b.
If information associated with material described in paragraph a of this section is recorded for research purposes in a manner that living individuals can be identified, directly or through identifiers linked to those individuals, those individuals are research subjects and all pertinent subparts of this part are applicable.  Indicate whether identifiers will be retained. 
	PI Answer: 

 

	Protocol reference point:


	Consent reference point:   
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