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Application

All research involving:

Pregnant women

Human fetuses
Neonates of uncertain viability

Nonviable neonates
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Pregnant Women, Fetuses and Neonates

846.202

The period of time from implantation to delivery. A woman shall be
assumed to be pregnant if she exhibits any of the pertinent presumptive

Pregnancy signs of pregnancy, such as missed menses, until the results of a
pregnancy test are negative or until delivery.
Fetus product of conception from implantation to delivery

Non-viable neonate [newborn] after delivery that, although living, is not viable

being able, after delivery, to survive (given the benefit of available
medical therapy) to the point of independently maintaining heartbeat

Viable and respiration...If a neonate is viable then it may be included in
research only to the extent permitted and in accordance with the
requirements of subparts A and D of this part.




PREGNANT WOMEN AND FETUSES

45 CFR 46.204
CONDITIONS A-J MUST BE MET




Pregnant Women and Fetuses: Conditions to Meet

When possible, confirm / ensure the following conditions are met:

When scientifically appropriate, preclinical studies have been done and data has been assessed for the
potential risks to pregnant women & fetuses

Risk is least possible to achieve the research objectives
No inducements, monetary or otherwise, will be offered to terminate a pregnancy

Researchers have no part in decisions related to timing, method or procedures for pregnancy termination

Researchers will have no part in determining the viability of a neonate

Make a risk determination:

Risk to fetus is caused by procedures that have of No prospect of benefit, fetal risk is minimal &

potential benefit to the fetus or the woman knowledge cannot be obtained in a different way




Consenting in a Nutshell

(846.204 d,e,f,h)

Direct benefit to the pregnant woman or fetus:

Pregnant woman consents

No benefit, minimal risk to fetus:
Pregnant woman consents

Greater than minimal risk, direct benefit to only the fetus:

Pregnant woman and father* consent

*Unless father is unable to consent due to unavailability, incompetence, or temporary
incapacity or the pregnancy resulted from rape or incest




RESEARCH INVOLVING NEONATES

45 CFR 46.205




II 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
requirements of Subpart D




Non-Viable and Uncertain Neonates: Conditions to
Meet 846.205

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

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

Individuals engaged in the research will have no part in determining the viability
of a neonate
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Risk Considerations with Neonates .scer 20560

Uncertain Viability: Non-Viable:
Holds out prospect of enhancing  Vital functions not artificially
survival maintained
(Least possible risks to reach the goal); « Can’tterminate heartbeat or
or respiration
Develop important knowledge that * Noadded risk
cannot be obtained by other means * Develop important biomedical
(No added risk) knowledge that cannot be obtained by

other means
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Consent Issues with Neonates

The legally effective informed Consider the legally effective
consent of either parent of the Informed consent of both parents
neonate of the neonate

Uncertain Viability Non-Viable
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Tools for Review:
Checklists Available in PittPRO Library

Pitt PRO) |ztprotea

Submissions Reports Institutional Profiles Help Center

Library

HRP-412 - Chacklist - Pregna :HECKLIST - Re

HRP-413 - Checklist - Non-Viable Meonates HRP-413 - CHECKL 17 Non-Viable Neonates doc(( 04)

HRP-414 - Checklist - Neonates of Uncertain Viability HRP-414 - CHECKLIST - Research Involving Meonates of Lincertain Viability doc(0.04)
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q H U RO N :CHECKLIST: Pregnant Women

NUMBER DATE PAGE
HRP-412 0302017 Tof3

Pregnant

1 Mon-Federally Requlated Mini jzk Research (Check if “Yes" Al must be checked)
O | The research is NOT conducted, funded, or othenaise subject to requiation by DHHS, Environmental Protection Agency (EPA), or Veterans
Administration (WVA).

0 | The reseanch involves no more than Minimal Bisk to pregnant women and fetuses WO I I l e I l
O | The research is not funded by Department of Defense, or does not involve interventionsfinvasive procedures to the woman or fetus and does
%

2 Research Involving Pregnant! Women® (Check if "Yes™, Al must be checked) - n
O | Where scientifically appropriate, prechnical studies, including stuedies on pregnant anmals, and clinical studies, including siudies on non- e ' I S
pregnant women, have been conducted and provide data for assessing potential risks to pregnant women and fetuses. (N/A if not =

scientifically appropriate )1 WA

Provide profocol specific fndings justiying this determination.

O | One of the Tolowing is true: (Check box that is true)

O The risk to the fetus® is caused solely by interventions or procedures that hold out the prospect of direct benafit for the woman or the
fetus.

0 There is no prospect of benefit to the fetus, the risk to the fetus is NOT greater than Minimal Risk and the purpose of the research is the

%Fﬁmﬁﬁmmﬂ%mﬁ.mt be obtained by any other means Aval I a b I e I n th e

Ay rizk s the least possible for achieving the objectives of the research.

Provide protocol specific findings justiying this determination: . .
I the research holds oul the prospect of direct benelil 1o the pregnant waman, the prospect of a direct banafit both 1o the pregnant woman and I tt I ra ry

the fetus, or no prospect of benefit for the woman nor the fetus when nisk to the fetus is NOT greater than Minimal Risk and the purpose of the
research is the development of important biomedical knowledge thal cannot be obtained by any other means, consent of the mother is
obtainad. (N/A if research does not hold 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 ) N/A

FProvide profocol specific findings justifying this determination:

O | Kthe research holds out the prospect of direct benefit solely to the fetus, the consent of the pregnant woman and the father is oblained, except
that the fater's consent need NOT be oblained if he is unable to consent because of unavailability, incompetence, or temporary incapacity or
the pregnancy resulted from rape or incest. (NIA if research does not hold out the prospect of direct benefit to the fetus )1 NiA

FProvide profocol specific findings justifying this defermination

FProvide profocol specific findings justifying this determination:

O | For children who are pregrant, assent and permission are cbiained in accord with the provisions of subpart D. (WA if research does not
enroll children who are pregnant.)C] Ni&

Provide profocol specific fndings justiying this determination.

O | Mo inducements, monetary or otherwise, will ba offered to teminate a pregnancy
Provide protocol specific findimgs justiying this determmination:
O | Indhaduals engaged in the research will have nd pan in any deCisions a5 to the timing, method, or procedures used 10 teminale a pregnancy.
Frovide protocol specific findings justifying this determinadion:
O | Indhaduals engaged in the research will have no part in determining the wiability of a neonate.
e I —— -




Uncertain and Non-Viable Checklists

Available in the PittPRO Library

1 H U R O N CHECKLIST: Nnn-‘u’ighle Neonates

NUMBER DATE FPAGE

. |
L

1 H U R O N CHECKLIST: Neonates of Uncertain Viability

NUMEER DATE
HRP-414 oran2017

PAGE
1o0f1

HRP-413 0302017 1af1

1

l | The research must meet one of the folhwiﬁ two asets of criteria

Research Involving Neonates! of Uncertain Viability (Check if “Yes™. All must be checked)

The research must meet one of the fnllnwlna two sets of criteria ' =

1 Research Wmvolving Non-Viable' Neonates® (Check [T “Yas". All must be chacked)

Where scientifically appropriate, pre-clinical and clinical studies have been conducted and provide data for assessing potential risks to
neonates,

O | Where scientifically appropriate, praciinical and clinical studies have been conducted and provide data for assessing potential risks fo necnates O | Individusls engaged in the research will have no part in determining the viability of 2 neonate
Provide protocol speciic findings justifying this determination Provide protocol specitc findings fustifying this determination:
O | Each indwidual prowiding consent i fully informed regarding the reasonably foreseaable impact of the rasearch on the reonate. One of the following is true: (Check box that is true)
Provide protocol specific justifying this ination - O The reseanch holds out the prospect of enhancing the probability of survival of the neonate to the point of viability, and any risk is the
O | Individuals engaged in the ressarch will have no part in determining the viability of a neonate. least possible for achieving that objective.
Provide protocal spacific findings justifying this determination: O The purpose of the research is the development of important biomedical knowledge which canncot be obtained by other means and there
O | Vital functions of the necnate will not be artificially maintained. will be no added risk to the neonate resulting from the resaarch.
Provide protocol specific findings justifying this determination: Provide profocol speciic findings fustifring this defermination:
[ | The research will not terminate the heartheat or respiration of the neonate. O | Each individual providing consent is fully informed regarding the reasonably foreseeable impact of the research on the neonate. (“M/A" if the
Frovide protocol specific findings justifing this determination consent process is waived)
[ | There will ba no added risk to the neonate resulling from the research, Frovide profocal specific fingings fustifiing this defermination:
Provide protocol speciic s tifying this determination: O | The legally effecive informed consent of either parent of the neonate or, if neither parent js able to consent becawuse of unavailability,
O | The purpose of the research is the development of important biomeadscal knowiedge that cannot be oftained by other means incompetence, or temparary incapacity, the legally effective informed consent of either parent's legally authorized reprasentative is obtained in
Provide protocol specific findings justifying this determination: accord with the regulations, except that the consent of the father or his legally authorized representative need not be obtained if the pregnancy
O | The legally effective informed consent of both parents of the neonale is obtained, unless one parent is unable 1o consent because of unavailabiy, resulted from rape or incest. ("N/AT If the consent process is waived)
incompetance, or lemporary incapacity and the consent of e father need not be obiained if the pragrancy resufiad from rape or incest T e o odle ] IIEEEE—
Provide protocol specific fustifying this determination: . : " " " P
T3 | The consent of a legally authorized representative of either or both of he parents of @ nomiable neanale wil not be oblaned. ?: MR;::C‘: ;ﬂ:‘;’:‘g? ;gf:?gu?mﬁ;r;ﬂ%ﬁ“ ks Not Otharwisa Appeovable® (Chack if *Ves™. All must ba checld)
FProvige protocol specific findings justiying this determination: Frovide profocol specitic findings justifying this determination”
2 Research Involving Neonales that is Not Otherwise Approvable® [Check if “Yes™ All musi be checked) O | The research presents a reasonable opportunity to further the understanding, preventien, or alleviation of a serious problem affecting the
O | The research does NOT meet the raquitements of §48.205. hiealth or weltare of pregnant women, faluses o Reonates,
Provide protocol specific findings justifying this determination: Provide profocol speciic findings justifying this delermination.
The research presents a reasonable opporunity 1o further the undersianding, prevention, or alleviation of a serious problem affecting the
health or welfare of pregnant women, fetuses or neonates.
Frovide protecol speciic findings justifying this determination:
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In Summary...

Ethical and regulatory concerns should be carefully considered

Determinations should follow the regulatory points

Pregnant women need to be included in research when possible

Under the 2018 Common Rule, pregnant women are no longer labeled
“vulnerable” but Subpart B regulations still apply as written
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QUESTIONS?

Contact askirb@pitt.edu



mailto:askirb@pitt.edu
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