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PURPOSE AND APPLICABILITY

This worksheet is used as guidance to understand required determinations about research involving nonviable neonates or neonates of uncertain viability. It is not required that you complete or retain this worksheet.
Research involving viable neonates is considered research involving children and should be reviewed using the WORKSHEET Children. 

DEFINITIONS

Neonate. A newborn.
Viable (neonate). Being able, after delivery, to survive (given the benefit of available medical therapy) to the point of independently maintaining heartbeat and respiration. 
Nonviable neonate. A neonate after delivery that, although living, is not viable.

REQUIREMENTS FOR NONVIABLE NEONATES

DO NOT use this WORKSHEET if the study is supported by the EPA. Switch to the WORKSHEET EPA instead.

Complete this section if nonviable neonates are a target population and at least one of the following points is true:
· Funding is from:
· Health and Human Service
· Department of Homeland Security
· Central Intelligence Agency
· Department of Defense
· Risks to the nonviable neonate include physical risks
Note – for DoD supported research, replace the phrase “biomedical research” with “generalizable knowledge” in the criteria below.
REQUIREMENTS – Confirm all of the requirements listed have been met (except where indicated). Regulatory citations are included in brackets.
1. Where scientifically appropriate, preclinical and clinical studies have been conducted and provide data for assessing potential risks to neonates [45 CFR 46.205(a)(1)].
☐ Confirmed
☐ Not scientifically appropriate 
2. Each individual providing consent is fully informed regarding the reasonably foreseeable impact of the research on the neonate [(45 CFR 46.205(a)(2)].
☐ Confirmed
☐ Not applicable 
3. Individuals engaged in the research will have no part in determining the viability of the neonate [45 CFR 46.205(a)(3)].
☐ Confirmed
4. The vital functions of the neonate will not be artificially maintained [45 CFR 46.205(c)(1)].
☐ Confirmed
5. The research will not terminate the heartbeat or respiration of the neonate [45 CFR 46.205(c)(2)].
☐ Confirmed
6. There will be no added risk to the neonate resulting from the research [45 CFR 46.205(c)(3)].
☐ Confirmed
7. The purpose of the research is the development of important biomedical knowledge (generalizable knowledge for DoD) that cannot be obtained by other means [45 CFR 46.205(c)(4)].
☐ Confirmed
8. The legally effective informed consent of both parents of the neonate is obtained in accord with the pre-2018 Requirements or the 2018 requirements, as applicable, except that the waiver and alteration provisions of 45 CFR.116 of the pre-2018 Requirements or the 2018 Requirements do not apply. However, if either parent is unable to consent because of unavailability, incompetence, or temporary incapacity, the informed consent of one parent is sufficient, 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 a nonviable neonate will not suffice [45 CFR 46.205(c)(5)].
☐ Confirmed

REQUIREMENTS FOR NEONATES OF UNCERTAIN VIABILITY

DO NOT use this WORKSHEET if the study is supported by the EPA. Switch to the WORKSHEET EPA instead.

Complete this section if neonates of uncertain viability are a target population and at least one of the following points is true:
· Funding is from:
· Health and Human Service
· Department of Homeland Security
· Central Intelligence Agency
· Department of Defense
· Risks to the neonate of uncertain viability include physical risks
Note – for DoD supported research, replace the phrase “biomedical research” with “generalizable knowledge” in the criteria below.
REQUIREMENTS – Confirm all of the requirements listed have been met (except where indicated). Regulatory citations are included in brackets.
1. Where scientifically appropriate, preclinical and clinical studies have been conducted and provide data for assessing potential risks to neonates [45 CFR 46.205(a)(1)].
☐ Confirmed
☐ Not scientifically appropriate 
2. Each individual providing consent is fully informed regarding the reasonably foreseeable impact of the research on the neonate [(45 CFR 46.205(a)(2)].
☐ Confirmed
☐ Not applicable 
3. Individuals engaged in the research will have no part in determining the viability of the neonate [45 CFR 46.205(a)(3)].
☐ Confirmed
4. The IRB determines that one of the following is true [45 CFR 46.205(b)(1)]:
a) 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
☐ Confirmed
b) OR the purpose of the research is the development of important generalizable knowledge which cannot be obtained by other means and there will be no added risk to the neonate resulting from the research.
☐ Confirmed
5. The legally effective informed consent of both parents of the neonate is obtained in accord with the pre-2018 Requirements or the 2018 requirements, as applicable, except that the waiver and alteration provisions of 45 CFR.116 of the pre-2018 Requirements or the 2018 Requirements do not apply. However, if either parent is unable to consent because of unavailability, incompetence, or temporary incapacity, the informed consent of one parent is sufficient, 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 a nonviable neonate will not suffice [45 CFR 46.205(c)(5)].
☐ Confirmed

RELATED MATERIALS

WORKSHEET Children
WORKSHEET Environmental Protection Agency
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Department of Defense Instruction 3216.02, November 8, 2011: “Protection of Human Subjects and Adherence to Ethical Standards in DoD-Supported Research”
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