
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 Neonates Involved in Research
(Form B-205)

Note re D.O.D. Funding:  If funding is from D.O.D., the term “biomedical knowledge” throughout this form is considered replaced with “generalizable knowledge”)
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 B205 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.   
46.205 – For research involving neonates explain how the following elements are satisfied and provide reference points to the protocol and/or informed consent form:
a.
Neonates of uncertain viability and nonviable neonates may be involved in research if all of the following conditions are met:

1.
Where scientifically appropriate, preclinical and clinical studies have been conducted and provide data for assessing potential risks to neonates.

	PI Answer:   



	Protocol reference point:   
    
	Consent reference point:    


2.
Each individual providing consent is fully informed regarding the reasonably foreseeable impact of the research on the neonate.

	PI Answer:  



	Protocol reference point:


	Consent reference point:   


3.
Individual engaged in the research will have no part in determining the viability of a neonate.

	PI Answer:  

	Protocol reference point:
	Consent reference point:   


4.
The requirements of paragraph b or c as noted below have been met as applicable.

	PI Answer:  



	Protocol reference point:


	Consent reference point:   


b.
Neonates of uncertain viability.  Until it has been ascertained whether or not a neonate is viable, a neonate may not be involved in research covered by this subpart unless the following additional conditions are met: 
1.i
the research holds out the prospect of enhancing the probability of survival of the neonate to the point of viability, and any risk is the least possible for achieving that objective, or

	PI Answer: 
 

	Protocol reference point:


	Consent reference point:   


1.ii
the purpose of the research is the development of important biomedical knowledge which cannot be obtained by other means and there will be no added risk to the neonate resulting from the research; and

	PI Answer:  



	Protocol reference point:


	Consent reference point:   


2.
the legally effective informed consent of either parent of the neonate or, if neither parent is able to consent because of unavailability, incompetence, or temporary incapacity, the legally effective informed consent of a either parent’s legally authorized representative is obtained in accord with regulatory requirements of informed consent, except that the consent of the father or his legally authorized representative need not be obtained if the pregnancy resulted from rape or incest.

	PI Answer:
  

	Protocol reference point:


	Consent reference point:   


c.
Nonviable neonates.  After delivery nonviable neonate may not be included in research covered by this subpart unless all of the following additional conditions are met:

1.
Vital functions of the neonate will not be artificially maintained;

	PI Answer:
  

	Protocol reference point:


	Consent reference point:   


2.
The research will not terminate the heartbeat or respiration of the neonate;

	PI Answer:
  

	Protocol reference point:


	Consent reference point:   


3.
There will be no added risk to the neonate resulting from the research;

	PI Answer:  



	Protocol reference point:


	Consent reference point:   


4.
The purpose of the research is the development of important biomedical knowledge that cannot be obtained by other means; and

	PI Answer:  



	Protocol reference point:


	Consent reference point:   


5.
The legally effective informed consent of both parents of the neonate is obtained in accord with the common rule. (There is no allowance for waiver or alteration of consent)  However, if either parent is unable to consent because of unavailability, incompetence, or temporary incapacity, the informed consent of one parent of a nonviable neonate will suffice to meet the requirements of this paragraph, except that the consent of the father need not be obtained if the pregnancy resulted from rape or incest.  The consent of a legally authorized representative of either or both of the parents of the nonviable neonate will not suffice to meet the requirements of this paragraph.
	PI Answer:  



	Protocol reference point:


	Consent reference point:   


d.
Viable neonates.  A neonate, after delivery, that has been determined to be viable may be included in research only to the extent permitted by and in accord with the Common Rule and Subpart D.  (refer to special protections for children – Form D404, D405, D406 or D407)
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