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or parents, the only way
I read of Christ crucified,
I read of Abraham’s
Proem sacrifice
Is hard. We who give life
the only begotten Son
the Voice required of him,
The
Way
of
Pain
give pain. There is no help. so that he led to the altar
sacrificed to flesh and time
Yet we who give pain Wendell Berryand
all our woe. He died
the
knife
his
only
son.
Chosen by Kathleen Ennis-Durstine,and
M.Div
give love; by pain we learn
and rose, but who does not tremble
The beloved life was spared
the extremity of love.
for his pain, his loneliness,
that time, but not the pain.
and the darkness of the sixth hour?
It was the pain that was required.
Unless we grieve like Mary
at His grave, giving Him up
as lost, no Easter morning comes.
And then I slept, and dreamed
the life of my only son
was required of me, and I
must bring him to the edge
of pain, not knowing why.
I woke, and yet that pain
was true. It brought his life
to the full in me. I bore him
suffering, with love like the sun,
too bright, unsparing, whole.
The Way of Pain
Wendell Berry (1998)
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From the Editors

S

ince Pediatric Ethicscope’s Fall 2017 launch,
we have received manuscripts and inquiries
from several dozen authors; many more have
contacted us to be reviewers or subscribe. This issue
includes more articles from authors farther afield
than the last. With this both humbling and heartening
response, we have redoubled our efforts to serve the
nation’s pediatric community with diverse, nuanced
perspectives on issues of import in pediatric ethics.
We encourage you to submit a manuscript or contact
us to discuss and idea; each of the following articles
was not too long ago just an outline, abstract, or idea.
We begin this issue with an analysis of the respective
roles of diagnosis and prognosis vis-à-vis patient/
family goals in Embracing Diagnostic Uncertainty.
The authors use a case involving a newborn with an
undiagnosed, severe neuromuscular condition to
argue, among other things, the patient/family’s goals
should in some cases limit our use of diagnostic
tests. The NICU setting is continued in Referral for
Extracorporeal Life Support In Newborns With Hypoxic
Ischemic Encephalopathy. The authors argue ECLS
and therapeutic hypothermia are examples of lifesustaining therapies that require an ethical framework
for shared decision-making with families and medical
teams, and share their outreach education in palliative
care and bioethics for community neonatal care
providers. The Dialogue with the Ethicist column in
this issue showcases Chris Feudtner’s adroit analysis
and eidetic character foils in service of a nuanced
treatment of issues surrounding a particularly vexing
case. Throughout the case discussion, Feudtner offers
sage advise for those who perform ethics consultations
and insights into the role of the clinical ethicist.
Transgressing Moral Imperatives is the result of a twoyear research project into ethical stress, virtues, and
values, assessing the aforementioned through the
study of unprompted expressions in moral language
following pediatric death. The study explored both
the ethical issues addressed, and not addressed, with
traditional ethics education; the latter consisted of two
sub-themes: virtue conflicts and value conflicts—both
explored in detail. Next, The Ethics of Disclosing and
Discussing SUDEP with Families of Children Newly
Diagnosed with Epilepsy addresses navigating
a conflict that involves disclosure of information

inherently necessary for the patient/ family to have in
order to consent to the disclosure itself. The authors
explore arguments to disclose, not to disclose, and
to sometimes disclose the risk of SUDEP to families.
Douglas Diekema’s Ethical Issues in Genetics Research
begins a trio of research-oriented articles. Diekema
argues that while issues in genetics research are not
necessarily any different than other research ethics
issues, they present in different ways and may be more
challenging to manage, using the case of Arizona State
University and the Havasupai Tribe as an example.
Continuing the research theme, the longstanding
recommendation against performing genetic tests
on children that don’t lead to curative therapeutic
interventions comes under some challenge in Doctor,
I Want BCRA Testing for My Girl. The author relays
a case in which the recommendations of several
medical societies conflicted with the par ticular
circumstance before him. Ending the research
ethics trio, and turning more philosophical, a role for
double effect reasoning in the moral justification of
pediatric experimentation is explored in The Inclusion
of Children in Nontherapeutic Medical Research.
Beginning with the arguments proffered by Paul
Ramsey and Richard McCormick, a detailed analytical
exegesis of the doctrine of double effect is presented
along with an argument for its practical use when
certain conditions are met.
Our Education in Ethics column presents the Children’s
Mercy Bioethics Center’s Certificate Program in
Pediatric Bioethics, a nine-month blended learning
program that draws students from around the world.
An overview of the program, its faculty, and its focus
are presented, along with the perspective of a student
from this year’s class. The issue concludes with our
Ethics in the Pediatric Literature section, and we
would like to give special thanks to Dr. Brenda Mears,
Chairperson of the American Academy of Pediatrics
Section on Bioethics, who originally aggregated many
of the resources we present.
Many of you have commented on the visual elements
of the journal, which we feel aids the storytelling. We
appreciate any and all feedback; send your comments
to: steti@childrensnational.org,

Dr. Tomas J. Silber, Editor–in–Chief
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Thank you for reading,

Mr. Stowe Locke Teti, Executive Editor

Editorial

Embracing
Diagnostic
Uncertainty
Embracing Diagnostic Uncertainty

Peer Reviewed

Krishna Acharya, Joanne Lagatta, Steven Leuthner
ABSTRACT
A baby is born with severe muscle weakness, and is unable to breathe on
his own. He is dependent on a ventilator. He does not respond to stimuli. He
likely has a severe neuromuscular condition which cannot be cured. Doctors
order diagnostic tests, but parents struggle with the thought of their child
suffering while they wait for test results. Doctors revise their diagnostic
strategy to provide a timely and meaningful prognosis in accordance with
parental goals. This narrative discusses issues of diagnostic uncertainty
and the value of relying on clinical gestalt when trying to prioritize medical
tests for a sick patient.
The nurse called me to the bedside for the new
admission. “The parents of the new baby are here,
and they are really upset.”
Great, I thought: angry parents.
I quickly reviewed the notes I had taken from the
overnight fellow: This was a full-term male infant who
had been transferred to our NICU for severe hypotonia

at one day of life for further evaluation. Mom had
felt little fetal movement since 32 weeks and had
polyhydramnios, suggesting that the baby was not
swallowing the amniotic fluid in utero. Parents were
both healthy, and had two other healthy children. Baby
was delivered vaginally, and was apneic and hypotonic
at birth. He was intubated at birth and transferred to
the NICU. On exam, he was noted to be limp with
limb contractures and a flat face. He had no reflexes.

Embracing Diagnostic Uncertainty
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He was placed on a ventilator. A brain and spine MRI
were normal. Overnight, the on-call team had taken his
breathing tube out as he was on the lowest ventilator
support, but the tube had to be replaced within a few
hours.
As I walked up to the family, I was already tired,
dreading the conversation to be had with them. I
introduced myself as the neonatology fellow who was
assuming care of their baby, and explained the events
of the night.
“J was taking a lot of breaths over the ventilator, and
his carbon dioxide level was very low. A low carbon
dioxide level when someone is on a ventilator often
means that they may be ready to come off and breathe
on their own. The overnight team wanted to give him
a trial off the ventilator to see if he would be able
to sustain his breathing. He had been breathing on
his own, but after a few hours, he was tiring out and
struggling to breathe, so they had to put the breathing
tube back in.”

We don’t want him to suffer,” dad added. “We wish
the doctor hadn’t put the breathing tube in back in
the delivery room. If he was destined to die, we wish
it had happened then. That would have been shorter,
and less painful, for him than all this stuff that he is
going through now.”
This was all new information to me. I had assumed
that since the baby had been transferred for further
diagnostic evaluation, his parents would want to
pursue all possible medical interventions until the
diagnosis was reached. Isn’t that what most parents
ask?
“I am so sorry. Our team was not aware about your
feelings regarding continuation of intensive care. You
are an integral part of all decision-making for J. We
want to know what your goals for him are, so we can
provide the best possible care for him. Could you tell
me a little more about what you have been told and
what your expectations are from us?”

“We were told during the pregnancy that since J is
not moving a lot or swallowing amniotic fluid that he
may not survive. We want to know if
he has anything that can be treated or
that will get better. If he is not going to
The parents of
get better from this, we want to take
him off the ventilator and let him pass
the new baby are
peacefully.”

Mom and dad looked tired, not unlike other parents
in the NICU. They also seemed
frustrated, and were trying to hold
back tears.
“Why did they put they put the
breathing tube back in?” Mom asked,
without making eye contact. “If we
knew he was going to get it back, we
would have said no.”

“

here, and they are

I reassured them that our team would
do their best to give them more
really upset.
information about his condition, and
This was not what I had expected to
we would work with them to figure out
hear. I had often been asked by the parents of a sick the best possible treatment course.
baby in the NICU if more could be done for their child.
Often, I had sensed myself getting impatient when I scratched my head, thought of the differential
parents held on to the hope that their child would diagnoses, trying (and failing) to remember the
recover from an irreversible illness, against all medical elements of the reflex arc, the neural pathway that
judgment. I could understand why, in this case, parents runs from the nerves in the various parts of our body,
would be upset that the intubation had been done, to the muscles and all the way up through the spine
and they had only been informed about it after the to the brain. A baby could be floppy due to a problem
fact. However, I had yet to hear a family ask me why in any one of the many junctions along this pathway.
we had intubated their child when it was medically Whatever he has, it can’t be good, I thought to myself.
necessary, only why we hadn’t informed them about
it sooner.
I reviewed the case history with my attending, and
explained my sense that this family was really struggling
“I am sorry this happened without your knowledge, with the baby’s condition, and wanted quick answers.
and that we did not communicate this with you,” I said. In all honesty, we hadn’t gotten off to a good start
with these parents, and they were probably feeling
“He is not moving much. If he doesn’t have something like they wouldn’t be included in the clinical decisionthat can be treated or get better, we want to stop.
making. We agreed that we should promptly consult
the neurology and genetics team, and then sit down
with the family to discuss diagnostic options. In the
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meantime, J’s parents agreed that he should remain
on the ventilator until we had a tentative plan of action.
However, they made clear that they did not want him to
be on long-term ventilation. Their goals were for him to
be able to interact with others, to be able to do things
other kids do, and to not be completely dependent
on others for his care.
We consulted the neurologists. In their opinion, J likely
had a congenital myopathy, but other diagnoses such
as congenital muscular dystrophy, spinal muscular
atrophy, congenital or transient myasthenia gravisa
and Prader-Willi syndromeb were also possible. They
agreed that J’s presentation was severe, but they
wanted to reserve prognostication until further testing
was done. They recommended an electromyogram
(EMG) and a muscle biopsy, as well as genetic testing
for spinal muscular atrophy (SMA)c and Prader-Willi
syndrome, and acetylcholine receptor antibody testing
for myasthenia gravis. We consulted the genetics
service, who added X-linked myotubular myopathyd
to the differential diagnoses, a condition for which
a new gene therapy in dogs has shown remarkable
promise, but is still in experimental stages and not
FDA approved for human use. A muscle biopsy would
diagnose this condition.
Our team considered the following questions
in ordering diagnostic tests: Which, among the
conditions considered in the differential diagnoses,
is treatable or reversible with time, or has a favorable
prognosis? What is the likelihood that this baby, with
his severe presentation, has this condition? Which
tests are invasive and potentially avoidable?
Following discussion with the specialists and the
family, we agreed that the only potentially treatable
condition with a favorable prognosis was congenital
myasthenia gravis. The test for this condition was
a. Myasthenia gravis is a chronic autoimmune neuromuscular disease affecting skeletal muscles responsible for both breathing and
movement. The name myasthenia gravis means, “grave, or serious,
muscle weakness.” While there is no known cure, existing therapies can
control symptoms, making possible a good quality of life. Lifespan is
not affected by the disease.
b. Prater-Willi syndrome is a complex genetic condition characterized
by weak muscle tone (hypotonia), feeding difficulties, poor growth,
and delayed development during infancy, and increased appetite,
obesity, and developmental delays later in life.
c. Spinal muscular atrophy is a rare neuromuscular disorder characterized by loss of motor neurons and progressive muscle wasting,
often leading to early death. The disorder is caused by a genetic defect
in the SMN1 gene, which encodes SMN, a protein widely expressed in
all cells and necessary for survival of motor neurons.
d. X-linked myotubular myopathy is a condition affecting skeletal
muscles that almost exclusively occurs in males. People with this
condition have low muscle tone and muscle weakness. It is caused by
mutations in the MTM1 gene.

“

We can’t do

ordered but results could take up
this any longer.
to a week. An EMG was also done
but results were inconclusive. Gene
We want to
testing for Prader Willi and SMA
was sent but would take weeks to
take him off the
return. We offered a muscle biopsy
to the parents. In the meantime, J’s
ventilator.
clinical condition was unchanged,
and he remained on the ventilator.
Nasogastric feeds were started, and parents were
encouraged to hold and bond with him. Comfort
measures were optimized, and the family was moved
to a more private room.

"

As the days went by, we sensed the parents’
frustration and sadness with their child’s condition,
and their struggle to make the best decision for their
child. Although they were certain they did not want
prolonged aggressive interventions for J if he had
an incurable disease, they were conflicted about
withdrawing life-sustaining interventions if there was
a chance he could recover. Every day they would ask,
“Do you think he is getting better?”
No, he was not getting better. His clinical exam was
unchanged, and no one on the medical team thought
he could survive without a long-term ventilator.
We reconsidered our diagnostic strategy: if their baby
had myasthenia gravis, then the treatment for this
condition would be pyridostigmine (an acetylcholine
esterase inhibitor), which can be given through a
feeding tube, and should show us some improvement
in symptoms within a few hours of administration.
Even though pyridostigmine challenge is not normally
used in babies because of the difficulty in measuring
neurologic exam changes, could we attempt it anyway
to see if it would help this infant with independent
respirator y ef for t and movement? This would
provide an answer in a more time efficient manner
for the only disorder with a favorable prognosis. The
family agreed. A physical exam was performed by
the neonatology and neurology team 3 hours after
medication administration but showed no change. The
parents also agreed that J was the same.
The next day, following this test, dad said to us, “We
can’t do this any longer. We want to take him off the
ventilator. He still isn’t moving or breathing on his own.
He has had enough done to him already.”
J was extubated in mom’s arms soon after and died
within minutes of this event. He was 7 days old.

Embracing Diagnostic Uncertainty
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“

Diagnosis,

however, is a means

Discussion

A s physicians, we of ten
feel obligated to discover
to optimizing
a diagnosis before we can
determine prognosis with any
prognosis, not an
level of certainty. This is for good
reason. Discovering a diagnosis
end in itself.
allows us to offer appropriate
therapies, and indicates
a prognosis [1, 2]. Indeed,
medical training is steeped in the art and science of
discovering a diagnosis, and doctors are trained to
first, recognize a disease, and then, to prescribe (or
proscribe) treatment [3]. This obligation is particularly
acute when withdrawing life-sustaining intervention,
as in this case. If a patient has a diagnosis which can
be treated with the expectation of a ‘good’ outcome,
then failure to find the diagnosis and provide its
treatment could prove
catastrophic.

"

in diagnostic testing (for example, general anesthesia
for a muscle biopsy) may outweigh the benefits of such
testing (i.e. obtaining a diagnosis). [6] A baby who has
severe hypotonia with minimal movement, has never
independently breathed on his own, and has failed
attempts at extubation multiple times, is certain to
not survive without long-term ventilation. These
predictions are true regardless of the exact neurologic
condition. Is it then necessary to wait for diagnosis if
the prognosis is clear? Shouldn’t the family’s need for
certainty regarding prognosis weigh at least as heavily
as the physician’s desire for diagnostic clarity?

In this case, the parents indicated they considered
a need for long-term ventilation for their child to be
an overly burdensome quality of life. This provided
the meaning of the prognosis. They struggled with
concerns of their infant suffering, yet also not wanting
to stop if there was a
rever sible pro c e s s .
Indeed, some families
Diagnosis, however, is
may not want to wait
a means to optimizing
for the final diagnosis
prognosis, not an end
if all possibilities
in itself. Ethical decision
considered in the
making should be
differential diagnoses
based on prognosis, not
have similarly poor
diagnosis. Determining
prognostic outcomes,
a child’s best interests
especially if the tests
means helping a
involved are invasive.
family determine the
Rather, they may be
meaning of a prognosis
interested in ruling out
given their values and
any possible favorable
A clinician sooths an infant in a NICU incubator.
perspectives. [4,5] In
diagnosis, so they can
addition, many diagnostic tests are invasive and make decisions about continuation versus withdrawal
painful, results take a long time to return, and may of care. In this case, the medical team and parents
not be completely definitive. Thus, the burdens and recognized that all that was needed to help make a
limitations of testing may outweigh the benefits of decision was to rule out the one disorder, myasthenia
diagnostic clarity.
gravis, because that condition alone would not require
long-term ventilation. This was the only certainty the
In most instances, the problem with centering our family needed. Once the baby did not respond to that
ethical decision making on a diagnosis is that each one test, the prognosis and meaning of that prognosis
diagnosis contains a range of prognoses, which for the parents became certain enough to make a
complicates decision-making about withdrawing clinical decision.
intensive care intervention. In this case, the opposite
was true. We had a range of diagnoses, but nearly all That doesn’t eliminate our obligation to continue
of them had a similar prognosis. The infant presented searching for a final diagnosis for reasons other than
with a disease that was severe, began early on in describing the already certain prognosis. Confirming
life, and had an unrelenting clinical course. In such the diagnosis for the family allows the medical team
cases, a ‘diagnostic category’ (such as myopathy) a chance to continue supporting a family even after a
and its prognosis were implied based on the severe patient’s demise, connecting them to family supports
clinical presentation. Indeed, pursuing invasive and ongoing research efforts, and helping to guide
diagnostic tests for a condition with a predicted poor reproductive decisions in the future. The burdens of
outcome arguably violates the ethical principle of continued therapy, however, are not always worth
nonmaleficence, because the potential harm involved
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invasive measures while alive or waiting for final results
before withdrawing intervention.
Physicians are trained to recognize pat terns of
diseases, consider possible diagnoses, achieve a
diagnosis, and provide a prognosis. But, often we get
too caught up in ordering one diagnostic test after
another, checking off the boxes for the tests which we
‘must’ do, forgetting to ask ourselves what prognostic
information the results would yield beyond what we
already know from the patient. [7,8] Some clinicians are
also reluctant to discuss prognosis with parents in cases
of critical illness, where communication is essential.
[9] Coupling a prognosis with an understanding of
parental goals helps inform it’s meaning, thus guiding
decisions. Often, our clinical gestalt about the big
picture prognosis can provide information that is more
meaningful to families than any test results, such as for
a specific neuromuscular disease. There are degrees
of uncertainty in almost everything we do in medicine,
but some outcomes are less uncertain than others.
When we explain the purpose of diagnostic tests
in the context of our clinical impression in an open
and honest way, we better support families in their
decision-making for their loved ones.

Denouement

The findings of J’s autopsy were consistent with
nemaline rod myopathy. Gene sequencing revealed
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Referral for Extracorporeal Life Support in Newborns
with Hypoxic Ischemic Encephalopathy:

Framework for integrating Bioethics and Palliative Care

Peer Reviewed

Sirisha Perugu, John Patrick Cleary
ABSTRACT
Ethical concepts of beneficence, nonmaleficence, justice and respect
for dignity can become complicated in modern neonatal critical care,
especially since invasive medical therapies may unintentionally increase
suffering. Bioethics can help bridge complex ethical concepts to family
support and palliative care for babies with serious illnesses and requiring
exceptional medical therapies. Neonatal Extracorporeal Life Support (ECLS)
and therapeutic hypothermia are examples of life-sustaining innovative
therapies that require an ethical framework for shared decision-making
with families and medical teams. We suggest a way of structuring team
education to benefit urgent ECLS decisions for newborns with moderate
to severe hypoxic ischemic encephalopathy (HIE). Decision-making for
the best interest of infants requires practitioners to rapidly apply ethically
complex concepts. We review the present status of neonatal ECLS and
therapeutic hypothermia along with describing our approach to include
families in decision making for infants with respiratory failure and moderate
to severe HIE.
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Referral for ECLS in Newborns

Bioethics can be used as a structured approach to
life, innovative therapies, and end-of-life care. Ethical
concepts (autonomy, beneficence, nonmaleficence,
jus tice and respec t for dignit y) can become
challenging to apply in modern neonatal critical care.
Though medical innovations can sustain infants with
life-threatening illnesses, these invasive therapies may
unintentionally increase suffering. Trying to decide if
a potential life-sustaining therapy is harmful can be
challenging. Neonatal respiratory failure and hypoxic
ischemic encephalopathy (HIE) are common illnesses
for which NICU teams might feel they are using medical
technology effectively in one patient or pushing the
limits of medical treatments in another.
Shared decision-making is key to family centered
neonatal care and requires that parents and medical
providers collaborate and communicate effectively to
determine the best interest of infants. [1,2] Newborn
infants must receive a therapy that is within standard of
care. ECLS for Meconium Aspiration Syndrome failing
maximal medical therapy or therapeutic hypothermia
for acute, moderate HIE meet this criteria. However for
certain critically ill newborns, decisions are outside
a clear-cut risk-benefit assessment. Decision-making
to place neonates with serious life-threatening
problems such as respiratory failure and moderate
to severe HIE on ECLS can be uncertain. Families
and medical teams can have conflicts with decisionmaking steps and there is significant variability in how
ECLS centers address these conflicts. [3] Convening
an ethics committee consultation meeting for such
acute situations in newborns, at our regional neonatal
center is impractical. We suggest an integrated way
of structuring bioethics and palliative care concepts
in preparation for and carrying out urgent ECLS
decision-making. Our framework of education extends
from community physicians to unit based ECLS team
members and, most importantly, to families. [4]

While doing so, we review the present status of ECLS
and neuroprotection for newborns with respiratory
failure and moderate to severe HIE.

Ethical Dilemmas and Neonatal ECLS

Progress in ECLS has been balanced by ethical
tension since its early use. When in 1975 Baby
Esperanza named by her nurses after her mother
fled the hospital was treated with ECLS for Meconium
Aspiration Syndrome by Dr. Bartlett’s team (Orange,
CA), she became the first of many survivors. The name,
Esperanza is translated into English as Hope. The
decision to treat her on an experimental basis saved
her and paved the way for more than thirty thousand
infants to receive neonatal ECLS with improvement in
survival from approximately 10% to 84%. [7] Despite
initial success, complications were recognized, such
as when preterm infants suffered serious intracranial
hemorrhage during initial clinical use.
While neonates with respirator y
failure previously represented the
largest group of ECLS patients,
ECLS is commonly avoided in this
group today.

Concurrent palliative care and family suppor t
are important so that parents feel empowered to
define a meaningful life for their baby and family.
[5] Parents of newborns with severe brain injury
have reported that communication with medical
providers had fragmented information and lacked
adequate counseling on comprehensive outcomes. [6]
Advanced preparation and education in bioethics will
enable medical teams to rapidly apply a deliberative
approach to ethically complex concepts. We intend to
demonstrate how ethically complex decision-making
can be supported by education and preparation in
key concepts in palliative care and bioethics (Table 1).
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The CARDIOHELP system is an example of a portable extracorporeal membrane oxygenation
machine, which can provide heart/ lung bypass in ambulances, helicopters, and during surgery.
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Outreach education in palliative care and bioethics
for community neonatal care providers
Initial steps in palliative care education
• Assess knowledge of palliative care, barriers in communication, and pain
assessment and management.
• Self-paced online training modules (concepts in palliative care, pain management,
and communication). Emphasize that palliative care can be provided in
conjunction with curative therapies.
• General written guidelines based on the review of evidence based publications.
• Concepts for non-pharmacologic and pharmacologic options for compassionate
end-of-life care.
Outreach meetings for integrating bioethics and palliative care
• Palliative and ECLS leaders participate in quarterly morbidity and mortality
conferences at community hospitals, and meetings with children’s hospital
transport team members.
• Include mentoring and small group discussions of ethical, cultural, and religious
perspectives in a clinical case based format.
• Consistent neonatologist phone consultation prior to considering transfer.
• Debriefs to reinforce education surrounding actual cases both for children’s
hospital and community. Team members discuss ways to cope and support
grieving families, honor the life of their baby.

successful cardiopulmonary bypass
is increasingly common in preterm
neonates, raising the question as to
whether indications might change
with time.
ECLS is no longer contraindicated
for newborns with some genetic
problems, such as trisomy 21.
ECLS surrounding treatment of
serious congenital heart disease
such as Hypoplastic Lef t Hear t
Syndrome was once considered
futile while now its use is common.
Thus, conventional indications
and limit ations for ECL S are
c hanging while t he r a tes of
neurodevelopmental impairment
still remain significant among
survivors.

Severe central ner vous system
injur y has his torically been a
contraindication to ECLS and, by
Annual full day conference
definition, neonates undergoing
• Attended by children’s hospital palliative care team, community NICU
cooling are at risk for adverse
practitioners, and community hospice leads.
neurodevelopmental outcome.
• Curriculum includes:
Thus, concomitant HIE and
1. Introduction to palliative care in the NICU.
qualifying for ECLS can create a
2. Role play for conducting conversations in important decision-making steps,
grey zone dilemma. The degree of
i.e. goals of care, escalation and limitations in medically invasive therapies,
encephalopathy must be weighed
end of life care, and components of allow for natural death orders.
in decision-making as research in
3. Options for pain treatment.
newborn therapeutic hypothermia
4. Caring for caregivers.
showed that babies with severe
5. Understand discharge options, with/without assisted medical devices.
HIE benefit less than those with
Table 1: Outreach education in palliative care and bioethics for community moderate encephalopathy. [11,12]
neonatal care providers.
While cooling has improved
survival and outcome for moderate
Progress in perinatal care and therapies including encephalopathy, the benefit of cooling does not
inhaled nitric oxide, surfactant replacement, and high- extend to non-acute injury. Thus, we suggest that the
frequency ventilation have reduced the need for ECLS potential benefit of cooling should not automatically
in many neonates with respiratory failure and persistent imply that all newborns with HIE and hypoxemic
pulmonary hypertension of the newborn (PPHN). [8,9] respiratory failure be placed on ECLS even though
ECLS remains indicated for acute, severe, reversible they meet ECLS qualifying criteria.
respiratory failure that is refractory to maximal medical
therapy. Though simple to state, defining when medical Should we worry that cooling makes ECLS more
therapy has failed and when lung disease is reversible likely or that ECLS makes cooling more complicated?
is not straightforward; concurrently, contraindications The answer is unknown. A meta-analysis of neonatal
to ECLS must be weighed. ECLS is traditionally cooling trials indicated that while not statistically
contraindicated with significant prematurity, i.e., <34 significant, there was a trend towards increased
weeks post-menstrual age. [10] Late Preterm (34 to Persistent Pulmonary Hypertension among infants
36 6/7 post-menstrual age) infants are more likely treated with hypothermia. [13]
to die or have serious neurological complications
when placed on ECLS. Thus, the threshold to place When ECLS is initiated in a neonate receiving
an infant on ECLS is typically higher. Meanwhile, cooling for HIE, it is typical to complete 72 hours of
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hypothermia. Individual centers report complications
such as coagulopathy and pulmonary dysfunction with
simultaneous cooling and ECLS. [14,15,16] The NEST
trial, conducted in the United Kingdom illustrated that
cooling all newborns receiving ECLS did not result in
improved health or neurodevelopmental outcomes up
to 2 years of age. [17] At some point, all ECLS teams
will confront the critical decision of whether to offer
ECLS to a baby who has suffered perinatal injury. [10]

Importance of Outreach Education and
Regionalized Neonatal Intensive Care

Neonates with life-threatening problems depend
on caregivers to have both medical knowledge
and bioethics expertise. Ethics and palliative care
consultations typically function as distinct services
in a children’s hospital. [18] However, the majority
of neonates with HIE have initial care at community
hospitals. [19] Persistent pulmonary hypertension
is a serious and common complication in babies
with HIE. [20] Hence, preparation for clinically and
ethically complex care must extend beyond children’s
hospitals and regional centers to community NICUs
and transport teams. Regional NICUs should provide
out-reach education both on medical indications
to transport but also in initial support of families in
informed decision making and occasionally to offer a
comfort care approach at the birth hospital (Table 1).
While initial stabilization and a trial of conventional
therapy should be instituted before consideration of
ECLS [21], practitioners in different levels of NICUs must
be aware of the safe application of therapies to avert
ECLS. Ventilator support and vasopressor medicines
have been available in diverse NICU hospital settings;
in some, nitric oxide and therapeutic hypothermia
have also moved beyond regional centers. The
significant risks associated with transpor ting a
neonate with severe PPHN and high level of illness
should be balanced with the potential benefit of ECLS.
Informed permission for transfer should occur after
a detailed review of risks, benefits, and potential
contraindications with the regional center.
In outreach education (Table 1) and specific patient
care we encourage a structured approach informed
by best ethics and palliative care practice themes
(Figure 1). Our approach of prospectively teaching
these best practice concepts in ethics and palliative
care, was very well received by medical providers in
community NICUs. Neonatal practitioners’ comfort
with complex topics was variable for specific cases and
if there was any doubt regarding staying in outreach
centers, babies were transferred to our regional NICU/

An ECLS system being used for extracorporeal carbon dioxide
removal during open heart surgery.

ECLS center. Caregivers may have less experience
applying the themes reviewed below to term babies
with HIE but we believe most practitioners use a similar
approach to caring for families delivering extremely
preterm newborns.

Family Centered Care and
Shared Decision-Making

The family is the natural and fundamental group unit
of society and is entitled to protection by society.
[22] Medical teams must be prepared to explain
treatment options and display respect for family
values in the context of ECLS. Figure 1 shows key
themes included in education and support of families.
Families should feel supported and empowered
when discussing treatment choices that may have
uncertain outcomes. [5,6] Interdisciplinary NICU
team support is recognized as a helpful resource
for families of babies with encephalopathy. [6] In a
study focused on families whose babies died in the
NICU, parents identified important aspects of care
including honesty, empowered decision-making,
parental care, environment, faith/trust in nursing care,

Referral for ECLS in Newborns

Pediatric Ethicscope

13

PALLIATIVE CARE

ETHICS
Beneficence:
1. Stabilization of
cardiorespiratory illness.
2. Increase survival

Autonomy
Shared
Decision-making

Nonmaleficence:
1. Risks of intracranial hemorrhage.
2. Reperfusion injury to the brain.
3. High morbidity and mortality in
babies with severe HIE.

Justice and Respect for Dignity

Futility:
No physiologic benefit with ECLS
for an individual baby.
If ECLS is deemed a potentially
inappropriate therapy:
Interdisciplinary team support
for families who decide
redirection to comfort care
approach.

Education of medical providers

Best Interest
Family centered care

Support families through
decisions that are
prognostically uncertain

Hope
Family Values that represent
meaningful life
Empower families to voice
their feelings and thoughts
regarding suffering and dying
Comfort care
Bereavement care

End of life care

Figure 1: Integrating Ethics and Palliative Care Considerations for ECLS in babies with moderate-severe HIE
physicians bearing witness and support from other
medical providers. This study also highlighted that the
positive quality of relationships, parents shared with
their baby’s health providers was vital. [23]
Establishing trusting relationships with the family and
team is imperative. In some cases, not proceeding
to ECLS is a decision that will appropriately lead
to allowing for natural death. If there is significant
uncertainty, or there is decision-making conflict at
our center, ECLS is typically initiated and the process
of shared decision-making continues.

Potentially Inappropriate Therapies
and Establishing Goals of Care

Shared decision-making in the context of ECLS can
be challenging and requires nuanced discussion for
the family to truly be included. The term “futile” is still
utilized by many practitioners and implies that ECLS
cannot accomplish the intended physiologic goal.
While clinicians should not provide futile interventions,
the term implies a certainty of outcome that is rarely
present. We suggest that instead of futility, NICU
practitioners might describe ECLS as potentially
inappropriate and bring energy to clarify the families
ethical perspective to justify placing a baby with
severe HIE on ECLS or not.
Can ECLS be potentially inappropriate for a baby
and her/his family? Individual moral traditions
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and commitments can impact health providers’
perspectives regarding the state of science and their
definition of standard care. [24] ECLS may provide
the immediate benefit of stabilizing a newborn’s
cardiorespirator y physiology, but at the same
time, it can increase suffering or prolong the dying
process if the baby has profound and irreversible
brain injury. Parents considering decisions that can
result in prolonging survival for a baby with severe
neurodevelopmental impairment and potentially
dependent on artificial life-support devices may
worry, how they can best express their beliefs and
family values regarding life and meaningful care. As
expressed in the Nuffield bioethics report [25], value
of human life and a trusting relationship for families
to express their thoughts and feelings regarding best
interests should be an integral component of shared
decision-making.
Medical professionals have the fiduciary responsibility
of acting in the child’s best interests and not subject
a patient to treatment that is non-beneficial. They
should be skilled at recognizing whether families are
appropriately weighing their child’s best interest. The
AAP committee on Bioethics reminds professionals
that the state also has the societal interest in protecting
the child from harm. [26] Thus in the context of ECLS
for a baby at risk of severe neurodevelopmental
problems, medical professionals and families can
face conflicting paths in decision-making steps.
Moral distress and conflicts regarding aggressive

Referral for ECLS in Newborns

A nurse checks information on ECLS monitors in a NICU.

interventions are increasingly recognized in critical
care units. [27]
Every family’s values and beliefs are unique, and the
hope of recovery offered with cooling and ECLS may
benefit a family trying to envision the future for their
baby. The importance of conversations with families
regarding treatments of minimal benefit and conflict
resolution has steadily been underscored. [28] Key
references include The American Thoracic Society and
Society for Critical Care Medicine policy statement
and five organization policy statements [2,29]
regarding shared decision-making and responding
to requests for potentially inappropriate treatment in
intensive care units. These statements recommend a
structured process based approach that encourages
continued communication and negotiation during the
conflict resolution process. ECLS decision-making in
the NICU can result in irreversible outcomes for a baby
and family. Convening a hospital ethics committee
meeting urgently and/or deferring decisions on
a dying baby while a hospital’s ethics consultant
operationalizes committee recommendations can
be challenging. Importantly, specific strategies to
optimize communication in ethical conflicts require

professionals who can provide emotional support and
actively elicit and respect a family’s values and partner
in decision-making. We suggest that early involvement
of NICU providers with palliative care expertise
through proac tive communication may prevent
intractable treatment conflicts. Early and concurrent
involvement of NICU providers with palliative care
expertise may support the resources available for
loving families to maintain hope and equanimity
while making ethically complex decisions together.
Palliative care that supports a baby and family can be
considered as an appropriate goal of care.

Palliative Care for Critically ill Newborns

Palliative care for newborns is an interdisciplinary
prac tice that is dedicated to infants with life
-threatening problems. A World Health Organization
statement describes palliative care as “an approach
that improves the quality of life of patients and their
families facing the problems associated with lifethreatening illness through the prevention and relief
of suffering by means of early identification and
assessment and treatment of pain and other problems,
physical, psychosocial and spiritual.” Palliative care can
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be provided concurrently while patients are receiving
curative therapies at any time during an infant’s disease
trajectory. Pediatric palliative care experts have
evaluated family perspectives on invasive therapies
and decision making in children with life-threatening
problems. The studies illustrate that families should
have the prerogative to openly express their concerns
regarding suffering, communication around symptom
management, quality of life and end-of life care. [30,31]
NICUs c an be nur turing yet of ten daunting
environments for families and babies. Palliative care
expertise can facilitate conversations regarding goals
of care and reach unified goals for improving the
quality of life of patients and families. [32,33] This can
facilitate comfort with invasive therapies while helping
families process uncertainty and respond to changing
disease trajectories. Conversations with neonatal
practitioners will include discussing the outcomes
of severe HIE, potential ECLS complications, and
treatment recommendations as clearly as possible.
Palliative care expertise can advise a family to process
their unique feelings regarding suffering, death and
which values best clarify their vision of dignity and life.
Families who make the informed decision for a comfort
care approach and choose not to pursue ECLS should
be advised as to what is likely to occur next. Teams
should educate families about the normal process
of dying and discuss that a baby may still breathe
after withdrawal of artificial ventilation. The focused
redirection to comfort care approach can support pain
management, end of life care and family bereavement.
Palliative care practice and teaching should not be
linked only to end-of-life care decisions in the NICU. In
contrast to the reported experience of adult-oriented
palliative care teams, many patients receiving pediatric
palliative care are alive for more than a year after
initiating some form of medical technology. [34] The
NICU is a unique setting and models to best deliver
palliative care are being explored. [35,36] Consultative/
Specialized models in children’s hospitals usually have
an interdisciplinary palliative care team that provides
palliative care as a consult service in multiple locations
including NICUs. Neonatal practitioners can consult
this service for specific patients with complex medical
or psychosocial palliative care needs.
Integrative models in the NICU operate with primary
palliative care principles and interventions enmeshed
into daily clinical care for all babies with life-threatening
illnesses. This model serves to provide integrated,
concurrent palliative care in the NICU for the identified
infants and families. Prospectively, the team evaluates
and identifies topics (for example-goals of care
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communication, family conferences, specialized pain
management, end of life care) for expanded palliative
care support. In our practice, this model extends
beyond the NICU to our community hospitals.
Our NICU developed a specialized palliative care
team that operates through the integrative model
and includes neonatologists, registered nurses,
clinical social workers, respiratory therapists, clinical
psychologist, occupational therapists, cer tified
lactation specialists, spiritual care leads, community
hospice representatives and care coordinators.
Options for team member training include written
materials, lec tures, self-paced online learning
modules, small group discussions, mentoring,
role-playing, a certificate course, local workshops,
national conference and seminars. Components of
this education extend to referral hospitals through
outreach education and an annual regional palliative
care conference (Table 1). The team functions as an
advanced care service for a range of ill neonates
with complex medical and psychosocial problems
and phone consultation suppor t is provided to
practitioners at community NICUs considering transfer
of babies for ECLS or therapeutic hypothermia referral.
The team impacts real-time ECLS decision-making
by facilitating family centered communication and
conflict resolution urgently (Figure 1). In individual
cases we typically arrange transport if there is team
or family discomfort. Palliative care expertise has
reinforced family support and communication for
complex decision-making in our regionalized neonatal
health care system.

Conclusions and Future Research

Tremendous strides have been made in the care of
infants with serious illnesses and their families since
the birth of Baby Esperanza and the life-saving use
of ECLS. Quality patient care must be informed
by the best science with regards to medications
and technology, and include family centered care
supported by bioethics and palliative care principles.
We suggest that systems of care should integrate
palliative care suppor t into high risk neonatal
services and we focused on ECLS in the setting of
HIE for newborns to illustrate the value. Educational
programs, relationship development, and clinical
protocol development will improve the support of
infants and families. The themes of family support
and decision-making established in this population
are transferable to care of the extremely preterm
neonates, infants with congenital malformations and
unexpected fetal loss.

Referral for ECLS in Newborns

Specific to ECL S, clinical tools on the EL SO
(Extracorporeal Life Support Organization) registry
such as Neo-rescuers [37] may aid in the prediction of
risks of in-hospital death for newborns with respiratory
failure prior to receiving ECLS. Neonates with severe
HIE and respiratory failure can have renal injury and/or
cardiac arrest that increase the likelihood of death so
such tools may help estimate the predictive risk of such
co-morbidities while weighing the potential benefits
of ECLS. We reinforce the ethical analysis of risks and
benefits during ECLS referral by discussing standard
of medical care and potentially exceptional treatments
for respiratory failure and hemodynamic instability
for each baby and family. In our practice, neonates
complete seventy-two hours of cooling on ECLS when
standard indications for therapeutic hypothermia are
present. We have made the decision to not initiate
or discontinue ECLS and redirect to comfort care
on an individualized basis for newborns with severe
HIE while supporting and collaborating with parents.
However, if there are decision-making conflicts and
significant prognostic uncertainty for a baby with
PPHN crisis receiving therapeutic hypothermia at
our center, ECLS is typically initiated with concurrent
palliative care team support.
Prospective family centered research trials for critically
ill neonates may best define meaningful outcomes.
Outcomes research should include not only survival
and neurodevelopmental follow-up data but also an
evaluation of impact of the illness on family function.
Randomized control trials may not always be the
answers to nuanced/urgent questions and we must
reflect if these are generalizable for every baby or
location. Partnering with families for education and
quality improvement based research is critical. An
integrated approach to research, education and
clinical program leadership in neonatal palliative care
can help practitioners understand the needs of families
and thereby advocate for high quality initiatives within
their health care system and the community.
ECLS referral decision-making support and education
for ethically complex situations must extend beyond
children’s hospitals and regional centers to community
NICUs and transport teams. Newborn infants with
life-threatening problems need health care systems
to uniquely incorporate bioethics, family centered
care, and palliative care support. Family centered
decision-making may help amplif y the concept
that science alone should not determine the ends
to which scientific knowledge should be aimed.
[38] Progress and growth supporting bioethics and
palliative care should be as dynamic and meaningful
as the life-sustaining innovations of ECLS and brain

cooling. Ultimately, parent perspectives will help us
understand the repercussions of innovative therapies
for each family’s resilient and beloved newborn baby.
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Referral for ECLS in Newborns

Chris Feudtner MD, PhD, MPH visited Washington, D.C. this past
Spring to give the Sanford
L. Leikin
Lecture
Memorial Dr.
Lecture
for Feudtner
Ethics
Dialogue
with
the Ethicist:
Chris
in Pediatric Care at Children’s National Medical Center. Following the
lecture, he sat down with hospital staff, ethics committee members,
and local ethicists to discuss a past case. This particular dialogue
delves into a controversial case involving an 8-month-old baby boy
born with Hypoplastic Left Heart (HLHS). The dialogue touches
on disagreements with parents about tracheostomy, time-limited
trials, and bias in ethics case presentations. Dr. Feudtner provided
insight into practical matters of ethics consultation and remarked
on his views of the role of the clinical ethicist, dealing with lack of
consensus, clinical uncertainty, and moral uncertainty. The following
is a transcription of the dialogue. Pediatric Ethicscope welcomes
submission of materials for the Dialogue with the Ethicist section; see
the For Authors section online for details.
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OPENING
The Dialogue includes: Chris Feudtner,
the Senior Chaplain, the Ethics Program
Direc tor, nur se ethicis t, and other
members of the audience in attendance,
including ethics consultants, ethicists from
adult care institutions, physicians, nurses,
and social workers. The Senior Chaplain
begins the case presentation.
Senior Chaplain: My thought was we’d present pieces
so we could have dialogue around different aspects
of the case before we return to the end of the story.
A number of years ago now, we had a family here
with an only child who had been the result of a
significant number of IVF treatments. The parents
were in their mid-30s, middle class, and had a lot of
resources behind them, and a lot of support. The child
was diagnosed in utero with Hypoplastic Left Heart
Syndrome (HLHS) and the family was essentially told:
“Standard of care is this surgery, and then
this surgery, and then this surgery, and
everything is going to be fine—“
That was the way they entered into their relationship
with their first-born son. He had the first procedure,
he had the second procedure, and after the second
procedure, he was simply unable to come off of the
ventilator. He would run low–grade fevers, and was
just not able to tolerate extubation; he would need
to be back on for support in 12–24 hours. The team
felt it was really important at this point to give him a
tracheostomy and get him out of the hospital, so he
would be able to begin to be home, and experience
time at home.
The parent s were adamantly opposed to a
tracheostomy. They did not want him trached; they
felt that was not what their faith supported, and it was
not what they supported in terms of their core values.
They talked frequently about how living on a ventilator
with a trach was not what they wanted for him, and
the team was unable to say with any certainty that he
would ever be able to live without the trach. So, the
family asked for a do-not-reintubate order, and that
was the point at which the ethics consult was called.
So, that’s the start. What are the questions, the
thoughts, what are the problems you see?
Chris Feudtner: What are people curious about? And
you did a great job at relaying that case.
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Audience question: I’m curious about what in
their faith—if he was allowed to have surgeries and
hospitalizations—did the tracheostomy present a
problem for, and was that a major point for them? Was
that a key piece, or not a key piece?
Ethics Program Director: I met with this family and
can explain what their thinking was. Actually, the
family included the parents and the grandparents.
Their thought was that this child was going through
so much; we are ready to let him go. What they were
really lobbying for was to allow the child to die, which if
a tracheostomy were to be done, there really wouldn’t
be any reason for. And so, in their belief system, it
was ok to end the intervention and let nature take its
course.
Senior Chaplain: Essentially—that’s true, but it was a
little bit more complex. Their belief system was really
about the fact that death was not the worst thing that
could happen to someone; that God created us to
be independent—in God’s image, and likeness—to
walk, breathe on our own, and do the things we are
motivated to do, and make those kinds of choices.
They were very, very clear that they did not want him to
die. But, if it was a choice between what they viewed as
a natural death—because he couldn’t sustain his own
breathing—and being reintubated, they did not want
him reintubated. They wanted him to be at home,
where he could die naturally—what they believed was
a ‘natural’ death.
Audience question: Was the trach going to be
transitional? Would they eventually be able to remove
it and close it so he could breathe on his own?
Senior Chaplain: The team said they could not
guarantee that. They felt he might need to be trached
for the rest of his life.
Audience question: Can you give more details on the
clinical picture? What were the trajectories with, and
without, the trach? And what age was the child?
Senior Chaplain: He was 8 months old.
Nurse Ethicist: That was part of the issue. Dr. Cohen,
who is not here today, and I were the consult team
that did the first ethics consult. And it was interesting,
because I stopped in Kathleen’s office to center myself,
and she gave me one of her rocks, inscribed with the
word, “courage.” I put it in my pocket because it was
a really difficult case. There were a lot of really high
emotions going in. For our consults, we invite whoever
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would like to come from the medical team. There must
have been fifteen to twenty people in the room. I’ve
never seen anything quite like it.

Nurse Ethicist: There was a lot
of distress—I don’t know if it
was moral—but we were very

There was a lot of triangulation going on; forming
camps or factions within the group. Not helpful
behaviors. But when the consult was first called, the
prognosis given was pretty grim; he would be on a
ventilator for up to a year, and then transition, but there
was no clear feeling whether he would ever transition
off. I think one of the challenges of the case was that
fact changed over time. The medical team seemed
to get much more confident in his prognosis, as far
as being able to get him off of the vent sooner. That
uncertainty was one of the things that made it very
difficult. I think we so often go into these things, and
when they come to ethics, I don’t know if the person
calling the consult feels they need to “beef up” their
side of the case; maybe the prognosis wasn’t quite
so grim. But that was one of the challenges we had.

distressed.

Question from audience: Was a time trial discussed
to see, especially if there was all this uncertainty, to
see how he did on the trach for a certain number of
months and then reassess?
Senior Chaplain: The team did offer that as an
option, but the parents refused. They simply refused
a tracheostomy. They did not want it for fear that it
would be ongoing, recognizing the fact that this is
the second surgery for Hypoplastic Left Heart, which
is suppose to be the ‘simple’ one, the ‘easy’ one.
They were projecting ahead as well, to the third, very
difficult surgery. If he’s having this much trouble now,
what might it look like in a year, year-and-a-half when
he has to have his third surgery, and do they really
want to put him through all of that? He’d be spending
his whole life in a hospital. That was one of the things
they were struggling with as a family.
Ethics Program Director: This was a case that actually
had two ethics consults. In the first ethics consult, there
was support for the position of the parents, to allow for
this to happen. But then, the child started to improve,
and at some point in time, the improvement was quite
remarkable. So, when the second ethics consult took
place, it reversed the recommendation of the first one.
Plus, there was quite a bit of disagreement. It’s one
of the most debated cases in our ethics committee
history. Usually we get to a consensus, but in this one,
not really—there were different opinions in the end.
And because of that, and this very unusual situation,
we thought this would be a good case for some
commentary, questioning, and so on.

“

Everything’s good.

Everything’s great.
No problem.
We have to

"

withdraw.
Chris Feudtner: So one of the
things that I find interesting is
how tracheostomy—whether to
trach or not to trach—has become such a big moment
in the care trajectory. Everybody is nodding—why?
It’s a fairly minor procedure, easily reversed. And yet,
we’ve enshrined it as being one of the most nodal
points in terms of whether we’re going to go left or
right. I don’t know why that is; I think that part of it is
that clinicians offer a time-limited trial, but the parents
don’t trust that it will be, that this is going to go on
forever, that we’ll have entered into a new level of
support that will preclude withdrawal of ventilatory
support, and they can’t stomach that. We see this in a
variety of different ways; we see this come down as it
has in this case, where it’s often right after the second
stage. The second stage is where they get stuck, and
they either get ill or they wind up having exactly this
kind of scenario; less so than after stage three.
We’ll talk about the trach, the promises of time-limited
trials; a few other things might pop up here as well,
including where we might want to start, which is bias
in how cases are presented. So:
”Ring, ring. Hi, Dr. Feudtner—”
I know if I’m hearing one side of the story. Even if
you called me [looking at an audience member], I’m
thinking, “What’s the other side of the story?”
I won’t say that, but I’ve been burned so many times
by believing what people tell me. Its not that they’re
creating falsehoods, its just that they give me all the
evidence for their side of the case, or they have spun
it to be much more dramatic and bad.
So, at dinner last night we were talking about this. If I
get a call, and it’s the NICU, and they say,
“We have a case down here, its futile care—“
Ok–50/50 the baby is actually going to go home
alive, and pretty well. ‘Futility,’ is really one of my
watchwords. But we’ve really only heard one side.
Now depending on how we do the consult, we may not
go in and talk to the family. It will depend. In this case,
it was definitely required, but if I’m hearing something
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else going on, maybe I’m going to have to work with
the team instead. So what I will do at the beginning
is say,
“Is it ok if I pressure test this a little bit?
I’m going to be annoying, but I’m going to
push you. Why does the baby need to be
on the ventilator again? Is it the pressures
that are required for ventilation, or is it an
oxygenation problem that’s the heart?”
Is it the heart or lungs—you don’t need to answer that
about this case. But I become very pushy, because I
need to understand this. And often what I get is that
the medical team isn’t really sure. Now we talked a little
bit about whether you have to know a ton of medicine
to do this, and I don’t know if I know a ton, but I think
I know enough to ask some questions, but asking
why—three levels of why:
“Well, why is this?”
“Why is that?”
“Ok, so why?”
Most often in the futility cases in the NICU, the answer
is:
“Well we don’t know why, but its bad…I can
tell you its really bad. I’ve been doing this for
30 years, and it’s bad.”
“Well, why is it bad?”
“I don’t know, but its BAD.”
Ok, what that suggests to me is that there is a gap of
uncertainty that is being filled with the adamancy of
the position:
“So why does the child need the trach?”
“Does the trach need to happen now?”
“If so, why?”
And I’ll come back to this because I think we actually
delay putting trachs in—probably—although I’m not a
big fan of trachs. But why now, why is this coming up
now, and what would it look like if we go the other way?
Could the parents possibly be right?
“Again, I’m sorry to be annoying, but if they’re
saying that the trach is going to be forever,
like when would it become too much?”
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So, immediately I start with the team to play devil’s
advocate. And I do it in order to not be thrown out of
the room, like:
“I’m sorry, I’m going to push on this…”
I make it part of the meta-discussion about how I’m
going to talk about the issue, how I’m going to conduct
myself as the ethicist, to really expand our sense of
knowledge about what’s going on.
This talk right behind me, “Ethics as Conduct,” how
should we behave, how should we govern ourselves,
the rules of the road, and what do we know. For most
ethics consults, I do a lot of work up front cleaning up
what we think we know, but we don’t. We know one
side, but not the other, or we think we know its really
bad, but in fact we’re just anxious because we don’t
know what it is, and its not behaving, its not getting
any better, and therefore it’s really bad.
Well, it’s been really bad for eight months, so its
probably not lethal—it may be lethal—but the kid’s lived
with it that length of time. I would have pushed on
this at the beginning. I would have particularly pushed
on why, in a child that wasn’t being ventilated up to
this point—did something really go wrong in the OR to
break the kid’s lungs?—Which is usually not the case. Is
the heart egregiously failing? No. Then this is probably
a bump in the road. Now again, I say that I would never
present it to the parents as, “this is something that is
surmountable.” It may be a big bump—you don’t want
to go across it at 50 miles per hour, or you’ll wreck the
bottom of your car—but it is a surmountable problem.
The second thing is that I don’t know a religious creed
that says you’re not allowed to have a piece of plastic
in your chest. I’m also picking up on the—again in the
safety of this room; I would never do this in front of
parents—the inconsistency of the position. So:
“I‘m made in the lord’s image, but I can have
my heart completely redone, but now I’m
getting to the point where it has to stop.”
There is something inconsistent, but it makes me
think there may be something else that they were
responding to, which may be they were willing to go
down this road up to a point, but now, particularly the
grandparents, are like:
“This is getting crazier, and crazier, and
crazier. You did all the IVF, you spent all that
money, then the kid has that problem, and
you’re doing the second operation, and now
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he has all these problems—where are you
going to draw the line in the sand?”
They have decided:
“This is the line in the sand.”
Which I get. But that’s different than immediately
buying into it being a religious creed issue. How do
we operate with integrity and tolerance, or respect,
for different faiths? I think we are allowed to remain
curious as to how faith dovetails with these other,
very normal, psychological responses. We’re allowed
to be curious, why now is creed, or doctrine, being
brought in, when it was not being brought in earlier?
The argument, or the response, may not be doctrinal;
it may be that the psychology is what’s really driving
things. So, we really need to understand where they
might be coming from.
As soon as I heard IVF, I’m like ok—and again I’m going
to say something—this is like a ‘number-two special,’ we
see this all the time. And it’s in part the journey, and
the sunk costs, and the mixed-up feelings that people
have sort of muddled together of a deep desire to
have a baby, but guilt, probably, about doing it:
“We can’t stop now, but we have to stop
now. This is a disaster but we have to keep
going…”
I’m getting tired even thinking about it. I’m going to
walk into a room with probably a lot of that going on in
there. What might be driving that? I’d be very curious
if I were to talk to them:
“I hear that you hate the thought of a trach…”
And I’ll often do that. I’ll just jump to the clear, crystal
extreme, like that:
“ You hate that idea. Can you help me
understand why? I’m not going to try to talk
you in or out of it—”
Unless I really do think I’m going to try to talk them
into it, then I may not make that promise. I have to be
clear as to what my intention is. If the baby was sicker,
I might say,
“I just need to hear your point of view so I can
understand it and I can communicate it to
other people. I can’t tell you at the end of the
day whether I’m going to agree with it or not,
but I definitely want to understand it.”

I would sit there and draw it out,
more and more. I would also want
to know:
“Who else in your family is
giving you input? Are all of you
on the same page, or are there
differences?“

“

We did

this... but we
don’t want

"

to own it.

This could be really painful, particularly if the spouses
are not like:
“We can’t betray each other, we can’t throw
one another under the bus.”
I’d be exploring all of that. Why have they gotten to this
point? I’m writing an essay right now for the newsletter
section of Hospice Palliative Medicine called, “The Pain
Point.” I go into rooms and situations like this, and I’m
trying to identify: What is the point of maximum pain
that they’re feeling? Meaning this response is probably
being driven by something that they’re very afraid of.
It’s the mirror image of the adamancy, most of the time,
borne out of a deep fear, anxiety, dread.
And it can all be justified; I’m not saying that that’s a
bad thing. Lord forbid, if I had a terrible illness, I do not
want to die in an ICU. I’m both afraid of it, and frankly,
I’ll flip off anyone who wants to take me in there to die.
I’d be angry about it. So, its not that the pain point is
necessarily a psychological excuse, but it helps clarify
where people are coming from, what they are most
intensely involved in, and it often goes undetected, or
known vaguely, but not precisely. There may be more
than one pain point. But this family had pain points.
Ethics Program Director: Oh yes. The way I understood
it is the experience of a diminished life for their child
was something very, very painful.
Chris Feudtner: And I would go there with them on
that. Now, before I go any further, I’m also a little pissed
with the people who said, “no big deal.” When the hell
did a Hypoplastic Left Heart become no big deal?
Senior Chaplain: The parents were angry about that.
Chris Feudtner: They have every right to be angry
about it; it’s a bill of goods they were sold. But I think
it would have been appropriate to say,
“You may be very surprised by what you may
read to the contrary, about how well kids can
do. But it is a slog to get there, and I can’t
promise that outcome.”
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Dr. Feudtner engages with audience members during the Dialogue with the Ethicist session.

A very close friend/colleague of mine and I talk about
the titration of worry. In a typical ICU what you hear is:
“Everything’s good.”

“We did this, but we don’t want to own it—“

“Everything’s great.”
“No problem.”
“We have to withdraw.”
Audience: [laughs]
Chris Feudtner: It gets a laugh, but its like depressingly,
“no problem, no problem, time to withdraw.” So: one,
people experience whiplash. They feel like all of the
prior stuff was a falsehood, even if it wasn’t officially
stated, there was posturing to that effect. And the pain
point for the team, now, is I think:
“We know that we did this.”
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And then we get sort of dysthymically confused and
frustrated, that:

And now, instead of absorbing the fact that we could
do better, titrating worry—what we’re worried about,
what we’re hoping for, what are realistic expectations—
we don’t do that. Our dysthymia gets put on the
parents, which is unfair. So, as much as I’m talking
about the parents a lot, I want to make it clear that
they’re doing something that I completely understand.
They’re the novices in this, they’re not suppose to be
the pros. We’re suppose to be the professionals who
understand how you take people through a difficult,
multistage process, foresee potential problems, tell
them about them, and get them to realize that.
I’m still optimistic, although I don’t know this child. It
will depend in part whether there’s been neurologic
injury, but there could still be a fairly good life, maybe
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“

He’s never been

not as long as we would like. Although there are other
conditions, heart conditions that are far worse, those
are not the poster children for bad heart conditions;
Hypoplastic Left Heart is the poster child. Let me
expand on that.
How long do you think it is, in terms of fifteen–year
survival? What percentage of kids with Hypoplastic
Left Heart who were born from 2000, now its 2017,
are still alive? Is it 50%, 70%, 90%? They have rates of
survivorship that are better, on par, with ALL. This is
what a cardiologist at CHOP pointed out to me; why do
we force it, if a kid comes in with ALL, a seven-year-old,
who doesn’t want treatment:
“No, no, no—we’re going to court.”
Comment from audience: That’s exactly what the
cardiologist said to me, and I don’t know if it was this
case, or a different case of Hypoplastic Left Heart
when the parents were saying they didn’t want to do
anything. And he said that if you had a kid with ALL,
you would force them into treatment.

meeting with our Peds group,
because we still think of the
big, Berlin hear t—the one
you’ve got to have a pushcart
to move around because your
heart is externalized. Now,
these are all internalized with
a driver to the power source.

on ECMO, he’s

cognitively fine as

far as they know—
we would have

“We have to do this—”
Fail to articulate that things have gotten much better.
Sometimes that is a strategy to have; maybe there is
a technological advance, or new data, and I’m five or
ten years out-of-date in my mind. So, as I’m pressure
testing, I might say,
“Well, tell me what the survival statistics are,
because maybe I’m outmoded.”

Chris Feudtner: I think there is a point where you start
to notice that you’re treating similar issues in certain
ways, very differently. And ALL is a lot of therapy, and
a lot of long-term consequences, so it sort of bears
scrutiny. Something about cutting people open versus
pouring toxins in their veins—it’s not that dissimilar.
But we respond differently and I think it is interesting.

But there are people who don’t survive, and to ever
make the claim,

The key point, and we’ll segue into VADs in a
moment, is there are cer tain technologies and
certain interventions that we have to watch. When I
wrote an accompanying editorial about the “Ethics at
the Edge of Therapeutic Evolution,” I had to remain
ultra–current; I couldn’t use my knowledge of HLHS
in the Norwood Era when I first started at CHOP. It
was better than 20%, but it was still abysmal. It’s not
like that anymore. How many of you would like an
implanted VAD?

“ ‘Cause I don’t want to handle it, and I don’t
want to make the parents handle it—“

Audience: [No response]
Chris Feudtner: Not one. The technology on VADs,
talk about being ultra–current—you know this better
than we do—
[Gesturing to an ethicist from an adult hospital]
In the adult world, I could have a VAD. We had a
member of our staff who’s had a VAD for 5 years,
walking around going to work. Ok, I see some of
you nodding. We just did a whole ethics committee

"

to reintubate.

There is a general problem of
making sure our ethics intuitions are actually current.
And sometimes the providers’ intuitions of:

“Everything is going to be fine!”
Is to try to avoid having to walk that walk, avoiding
having to be chronically worried:

Well, it’s the reality if they have the problem. Plus, the
parents will end up being worried no matter what
people say. They’ll just feel more isolated.
I don’t know what I would have done, because there’s
always more to the story. But I have become more
inclined to push for tracheostomies, for the following
reasons. One, we’ve had kids languish in our ICU for
months, intubated, going nowhere. So, if the parents
said we want to do a compassionate extubation
tomorrow, I would have been ok—I might have thought
of doing that. But if their request is that they want
him to continue to be intubated, and want a do not
reintubate order, what they’re also telling me is that
they don’t want to have to make the decision; they
want an accident to occur. I would have immediately
started to think:
“I’m not sure we want it to play out that
way…”
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Now, I would work very, very hard to not have to go
to court and get a court order to put a trach in. But I
would have started to try to position a deal with the
parents to have the trach put in.
Duchenne; how many of you have had the problem of
a young boy who does not want to get trached, who
is sixteen to seventeen years old, and is brought to
the emergency department with respiratory failure,
and says,
“Save me!”
Does that make your head explode? Or are you calmer
about that now?
[Looks to an audience member]
Answer from audience: I’m calmer about it now, but
it used to bother me a lot.
Chris Feudtner: This is again, one of these interesting
things about the trach. I think it’s a natural notion, the
non-intervention notion—the irreversibility of it as a
life course. Trachs have their hazards, so I do think
that people have to be told that they plug, they come
out—its something we do that can be helpful, but it
really presents a new vulnerability.
Comment from audience: Can I add a point there?
I think it also has something to do with identity, that
there’s something about loosing the voice, which is
so much a part of a person’s identity, and that people
don’t react that way to g-tubes usually.
Chris Feudtner: I’ve had parents who thought a g-tube
was a devastating thing. I think it is the same. But I do
think the visibility of it plays a part. Head and neck
cancer is treated differently, in terms of stigma, than
things that are more disfiguring lower down; it’s on
display. With passing air valves, sometimes the kids
can continue to talk. It will depend a little bit on the
reason they need the respiratory support. I’m not a
trach expert, but we have kids who can cap, or they can
talk with a passing air valve. And I would be hopeful
that this kid eventually could get put back together
again. So, I’m not sure. I’m not king of the world; I
can go in and try the best I can to make some kind of
mediated deal.
But it may be those parents were walking a path, not
fully aware of exactly how it would play out. I don’t
know what triggered their reactivity. There may be
very conscientious objection to this. But I can tell you
that if we hadn’t gone on to the second stage, I’ve
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learned to hit the pause button here. Because this can
be a very meta-stable, and not really best for the kid,
place to land: chronically intubated, no trach; you can’t
move forward, you can’t move back, waiting for an
accident to happen. We have this with kids that are
marooned on ECMO occasionally, where:
“We’re just going to wait for the circuit to
fail.”
Really? That’s probably not the best solution to this
problem. It’s going to happen at the wrong time. If
they’re headed towards compassionate extubation,
we can do a lot to support the child, to make the
child as comfortable as possible and support the
family in being there. If we’re waiting for an accidental
extubation with no reintubation, the kid may be alone;
there’ll be panic in the room—that’s just not the way
to handle that.
Ethics Program Director: Kathleen, perhaps you can
give us the denouement, what happened?
Senior Chaplain: The parents were really arguing
for a compassionate extubation. They did not want
reintubation, and the team is saying:
“He’s never been on ECMO, he’s cognitively
fine as far as they know, we would have to
reintubate.”
And the parents are saying,
“No, we don’t want to do that.”
And so, it got very ugly before it got better. I was not
the ethics consultant, but I was the chaplain for the
family, and so I spent a lot of time with them. And I had
members of the care team coming by my office to say:
“What can you do to change their mind?
What can you do to change their mind? Can
we get them to give up custody? Maybe
they’ll adopt him out?”
When the fact was that they love him desperately;
it’s because they love him desperately that they were
insisting.
Chris Feudtner: I have an idea:
“You can go and get a job somewhere else—
that’s equally likely to happen. That way you
won’t have to deal with it.”
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Senior Chaplain: Yes.
Chris Feudtner: And they’d be like:
“No, I can’t do that!”
“Well you’re proposing something that’s
about as likely to happen.”
Senior Chaplain: So it was—it got very, very ugly for
quite a while. One of the reasons I thought about
bringing it here was what I perceived as a tremendous
level of courage on the part of the parents to say:
“You have to hear us. You have to listen to us
about what our core values are, about who
we are as a family, about what we want for
our child. Listen to us.
It wasn’t necessarily about agreeing with them, it was:
“Please listen to us, and acknowledge that
we are not bad people, or bad parents. We
are doing the best we can.”
Chris Feudtner: Ok. So, can I take that? Two things
here are key. One, this was never about the piece of
plastic, which is why I was skeptical at the beginning;
its usually not about the trach. The trach has become
a Schelling point, a thing that is a social norm that we
all gravitate toward in collective thought. Like we all
think it’s about the trach, but its not actually about the
trach. There’s a backstory here that they either feel that
they failed to advocate or that they’ve been bullied
into things, and they have finally decided that they’re
going to stand up against this. And they’ve said,
“This is the Maginot Line, we are not letting
anybody cross it.”
That’s different; then I’m not going to talk about the
trach. I’m going to talk about:
“How did we get here?” And what are
realistic expectations? You’ve had a lot of
people who have probably fed you a lot of
very biased information. I apologize for that.
I promise you that I’m going to try to be as
straightforward as I can, I’ll tell you exactly
what I’m thinking, I’ll tell you what I’m worried
about, what I’m not worried about. But I need
to hear from you.”
And, like in certain palliative care, you drain the
swamp—you let them give you all of the stuff that

has bothered them. I have sat
for an hour like that, listening
to people complain. And then
you get to the bottom and you
have firm ground to start to
work with.
Now there will be an issue that
I want to go back to, because
probably what they’re also
worrying about is not just:

“

This is the

Maginot Line,

and we are not

letting anybody

"

cross it.

“You guys blew it, and I can’t work with you
anymore and we’re drawing the line.”
But also, this feels like:
“And we’re worried, where does this go? And
will we have control?”
It’s why people want the Hemlock Society to exist. I
want to know—and I’d be this way, I’d want to have that
vial there—not that I’m going to take it—but I want to
know that if it gets bad I’ve got an exit strategy. And
nobody has given them an exit strategy.
Comment from audience: How are they going to
prevent getting to a place that’s worse than death…
Chris Feudtner: Right. He’s trached, and now he has
a stroke:
“We have to keep going.”
I would talk about how we can do compassionate
extubations from a trach. What would that look like?
What are you hoping for in terms of his capacity? Ok,
he’s eight months—I’m trying to visualize him at five
years. Or, maybe even a year from now:
“What do you see?”
What do you hope for at the most, and—I’m
going to do this if that’s ok—lets back up, and
imagine its worse than that; at what point
do you think its been a terrible mistake? So,
I can sort of understand what you’re hoping
for, and when this gets so bad that we would
need to stop.
And they may say,
“We’re already there.”
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“

No, no, no—

we’re going

"

to court.

But my suspicion, having been down
this path many times, is that they’re
not there yet, but they’re just afraid
that:

“If I take one more step—give an
inch, take a yard–they’re going
to push me and I’m going to be
completely stuck with a kid whose terribly
suffering and I’ve been shackled.”

Maybe the kid’s even in custody:
“Shit, can they really do that to me? So, I’ve
got to protect him now. Now is the time to
take proactive action.”
Senior Chaplain: Any other questions, or do you
want the end? So, grace be to our cardiologist and
intensivists, who really did sit down finally with these
parents and heard the whole story, and really listened
to it. They moved him—I don’t know what the reason
was—moved him into an isolation room, extubated
him, heard mom and dad say,
“We love him desperately, we would love for
him to be able to live. This is what we want
for him.”
They could articulate all those things you were just
talking about. The team extubated him, and managed
to keep him extubated without a trach, until he could
go home. He went home without a ventilator, without
a trach, only on what cardiology medicines he needed.
He was significantly delayed because of his time in
the hospital, but not cognitively impaired. At that
particular point, mom and dad transferred his care to
CHOP. About three years later, they were back here
for a follow-up appointment. At that point, they had
chosen not to go forward with the third surgery, but it
was still on the table for discussion; they said,
“We’ll see what happens. We’re just going to
have to take every day as it comes, and kind
of explore his quality of life; he’s beginning
to become verbal, and he has to have some
say in all of this. Maybe not at three, but we
want him to be a participant in his own life.”
I lost track of them after that; they’ve left the state. But
it was the best of all possible endings to that story. A
very, long, arduous, and difficult process with a lot
of dissention, even in our committee, about whether
or not it was ok to allow compassionate extubation
for a child that would probably do alright, maybe,
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with a trach. But was it also all right to allow a natural
death process? I felt very strongly, given what I new of
the parents and the family, that they were not hastily
making this decision.
Chris Feudtner: Had they attempted extubation prior
to the compassionate extubation?
Senior Chaplain: They had tried some extubations,
with having to reintubate him within a space of
24-hours. It was an oxygenation problem, with a lowgrade fever he was never able to get rid of. I don’t have
all the medical details about how they finally were able
to keep him extubated, but it took about another six
weeks to finally get him stable enough to go home. But
I think we learned a lot from that. The first reaction in
some of the conversations with the team was saying,
“We just need to get him trached and out of
here. It’s better for him to be out of here.”
Well, “trached and out of here,” reflec ted not
communicating to the family very well:
“That might be easy for you, but that’s not
necessarily easy for us. And ‘out of here’?
Well, we’re not sure that ‘out of here,’ is what
we want for him.”
And I think finally, with the Attending and family
getting together, they had that conversation; what’s
the best, what’s the worst, how do we get from here
to here, and what does this middle ground look like.
They did it.
Chris Feudtner: So what’s interesting, again, as the
facts become clearer, is that the compassionate
extubation sounds like it was a compassionate trial of
extubation. And what I mean by that—its not the right
term—but it wasn’t with sedation, the expectation was
that he would survive—
Senior Chaplain: Right.
Chris Feudtner: And that he would have a slow
dwindle, potentially needing to go back on, which
immediately, again, I would have pressure tested:
“What if we just accept O2 sats in the 80s.
Now it’s subpar, but do we accept that?”
Again, the way it was framed, how did he fail the
prior extubation attempts—is it that they nicked the
diaphragm? He’s diaphragmatic, the diaphragm is not
working well, and he’s got all this medical stuff—
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Senior Chaplain: They did nick the diaphragm.
Chris Feudtner: And that’s why, at the low-grade fevers
he’s got, problems with a little bit if consolidation
at the bases, and his V/Q mismatch blah, blah—but
unlikely to get worse—it is what it is, so he’ll ride with
a certain V/Q mismatch: we could provide him with
some supplemental oxygen to help him get over that,
or we could just tolerate it. The part that makes me the
most concerned is whether his non-progression to the
Glenn, to the Fontan, rather, whether that’s actually
helping him or not, and whether that’s an anxietybased decision.
Senior Chaplain: Right.
Chris Feudtner: I would have loved to talk to that family
about whether their anxiety is holding them back or
their residual anger. Yea, being stuck with just the
Glenn…He’s going to have a tough road ahead.
Senior Chaplain: And that was my last conversation
with the family. They said they were moving somewhere
else. I said,
“Don’t base your decision on the experiences
you’ve had up to now. Talk about it with
somebody who knows what they’re doing,
don’t just let it go.”
Chris Feudtner: It could also be that there were
technical reasons that his was a difficult chest to
operate in, and they realized in the second stage that
the third stage was going to be much more difficult.
It might have been prudent to stop—otherwise that’s
a recipe for disaster. But if that’s not the case—again
we talk about the development of technology as
being path dependent; why do we have a QWERTY
keyboard? It’s just how things evolved, and you then
can’t get out of that path, the cost is too high.
We all have path dependency in how we respond
to our medical experiences, based on where we’ve
been. In many ways, this story really boils down to
that; to understanding where people have been is
fundamental to understanding where they are, and
where they want to go next, and what they’re afraid of.
Senior Chaplain: The sideways, and the backwards
story.
Nurse Ethicist: You know, what I often worry about
and struggle with, and did in this case as well, is a
lot of times when we’re looking at what the ethically

permissible options in medicine are, we put a great
deal of emphasis on that prognosis, those numbers—
and I struggle balancing that with personal values,
and these quality-of-life issues. It rose in this case
as well. We can say they’re going to live so long, but
what is that going to look like? You know? How do you
weigh—when you have so much uncertainty—how do
you weight such value differences? Perhaps what we
have to offer, what we feel is acceptable in treatment
and not ‘extraordinary’ care, how do we weigh that
with a situation like this; the family’s values appear to
be much different than what we think is acceptable
in medicine?
Chris Feudtner: I think again, I may say some things
that disappoint some of you. We have to understand
that parents are entering into a high-pressure
situation; we know there are a couple of things about
human cognition, in general, that have to be taken
into account. We’ll have a hard time actually hearing
probabilistic statements. It will tend to go zero or a
hundred, all or none. It will be very hard to handle the
50/50 odds, or worse, even the 80/20 odds. When
people are under stress, they very quickly will not be
able to handle that.
As a consequence, people tend to have sort of reactive
ways of handling the situation; they can catastrophize.
When I hear people give me the quality-of-life spiel,
what I’m keeping my eye out for is whether they are
giving me what evidence suggests is realistically
balanced outcome, or are they focusing on one end
of the spectrum or the other. “Everything is going to be
fine,” makes me as worried as, “This is a total disaster.”
And I have to temper both of those.
I view myself as a counterweight to the condition of
making decisions under stress. I’m not necessarily
right, but I’m looking where people are going and
I’m trying to provide a counterweight. If they’re way
too optimistic:
“Everything is going to be fine, everything is
going to be fine—“
“Well, the oncologist told you the cancer
can’t be cured, so…”
I’ve got to be a counterweight and bring them back
towards a more grim reality, but I also have to do
that in the other direction. We had a child that was
diagnosed with septo-optic dysplasia, you know, a
little set of midline defects that can go from fairly mild
to fairly profound. The baby was already suckling, an
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MRI showed signs of septo-optic dysplasia, but the
sella was intact, so it doesn’t look like the pituitary has
been eradicated. I can’t remember all the details, but it
looked like it was going to be on the milder phenotype.
The parents typed in “septo-optic dysplasia,” into the
computer and said,
“We don’t want anything done. No feeding,
nothing.”
Now the baby was already feeding, so it was a
moot point by then; you’re not allowed to not feed
a baby, rule one. We also have issues in the state of
Pennsylvania about tube feeding, but I don’t want to
get caught up in that. They were catastrophizing. They
had three other kids, and, in fact, the father at one
point said,
“I have to protect the three of them…”
Talking about the children, and the family. If there’s
any value in the Best Interests Standard, it’s that I have
to hear that—but they’re not my patients; I cannot get
caught up in this drama. I actually don’t believe in
family-centered care, I believe in patient-centered
care with family engagement. That baby is my patient,
and I want to work with the family; I’m not arrogant
about what’s best for this baby, but the baby is my
patient. I’m worried about the siblings, but again, I
think its catastrophizing to believe having a sibling
who is handicapped will be a disaster for the others.
I say this as a brother who had a sister with Downs
Syndrome—one of the great blessings of my life is to
have Beth in it. So, I’m immediately picking up that this
guy is catastrophizing.
This is a known problem, and I’ve seen this with both
males and females. I need to be a counterweight,
because what will happen is when people start to lean
entirely on the prognosis, and ignore quality of life:
“No, the survival statistics say everything will
be fine—“
Well, surviving, but with a lot of impairment. But it’s
the same at the other end, where it’s all about quality
of life and there’s nothing about what the range of
options are. So all I would say is be on guard for both of
those scenarios, and think of our job as helping people
center between those. So, I change like a chameleon in
my role, depending on what I’m picking up regarding
the cognitive tendencies at work. What I don’t do, and
is all too common, is lean in and doubling down on the
quality-of-life issue. I have seen that not be helpful.
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Our job as professionals is to hear, and definitely
acknowledge what’s going on, but not necessarily
become caught up in an advocacy position that isn’t
balanced. We owe it to people to be able to say, as
best we can,
“Here is a balanced understanding of what is
going on. Here is the range of options.”
That’s what I think I owe people. I can definitely emote
and relate to their concerns about suffering, but I can
also see the smile. I walk into many rooms where
people are saying,
“The baby is suffering!”
No:
“The baby is not doing anything.”
Audience: [laughs]
Chris Feudtner: I’ve heard people say, af ter
determinations of brain death that the baby is
suffering. If there is any good news there, it’s that the
baby is not suffering; the person can’t suffer anymore.
There is this magnetic pull about the ‘quality-of-life,’
and all of that, but I pick up,
“Ok, I’m being sucked into that angst; I fear
it, I feel it, I’m willing to empathize with it, but
I can’t be sucked into it.
I don’t know if that helps, but we have to try to keep a
balanced perspective.
Ethics Program Director: And in support of your
positions, there are studies of adolescents with very
serious chronic illnesses, prematurely born babies,
etcetera, where they asked about quality of life to
the impaired adolescent and to the parents, and
asked nurses and doctors about their perceptions of
the patient’s quality of life. The nurses and doctors
have very similar scores that are quite low. The kids
themselves and their parents, but especially the kids,
have a pretty deep appreciation that their quality of
life is alright.”
Chris Feudtner: In fact, the European studies, of which
they have done many, the kid’s reported quality of life
is higher than the parent’s.
Ethics Program Director: Yes
Senior Chaplain: Yes
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Chris Feudtner: Again, you do have some of the
spina bifida patients who really hate aspects of their
disability, but as a general rule, one of my mantras is,
“I don’t do drama,” and my team will be like:
“Oh please! It’s just so terrible!
Audience: [laughs]
Chris Feudtner: I can’t get sucked into it. I can
hear it; I can hear the pain, the prognostic issues
probabilistically, but I can’t get sucked into it. I can’t
over-identify with it, because I’m going to have to
come back to the patient. I can’t get caught up in:
“The mom is in prison, can only visit on every
other Tuesday, she’s a terrible drug addict,
and the baby is drug-exposed…
Chris Feudtner: Cause next thing you know, that
drama has affected the way people are looking at the
baby, who is actually better than billed.
One of the things this also raised is what do you do
when the committee is split. Drive towards consensus
like we prize it. And we often, like your committee,
achieve it, although I always wonder if there are one
or two people in the room who are like:
“Am I the only one who doesn’t think that?”
And is not quite willing to say,
“I’m not comfortable with this.”
What I think we probably have is aggregations of
agreement that go from being strongly agreeing, to
willing to go along with it. What you’ve described in
this case is really bimodal, people who agreed, and
people who disagreed because the choice was so
stark:
“We’re either going to remove that breathing
tube, or we’re not.”
I don’t know what the right answer is.
Audience Member: One thing we’re working on is
putting together a regional committee composed of
other ethics programs, between basically Baltimore
and Northern Virginia, which would meet quarterly
to discuss cases like this.
Chris Feudtner: Right—down in Florida they have a
similar thing, a multi-hospital committee. I think that
can be helpful to make sure you calibrated, to bring

your tougher cases. But lets
say even there its 50/50; does
that tell us something about
the ethics, or does it tell us—we
were talking last night, about
how so many of our consults are
communication that just needs
to be cleaned up—that there are
occasionally cases like:

“

Did you sign

off that the sat

was 82 and not

immediately hit

“Wow—that is a very big trade-off.”
No way to get around it. I was trying in my deal making;
I’m always trying to get around the trade-off. The
easiest way to solve a difficult problem is to avoid it.
Audience: [laughs]
Chris Feudtner: Make it into some other problem, and
let that be the issue you can solve. But this remained
a raw trade-off.
“If it’s 50/50, should we not proceed?”
It’s an interesting issue. Is there moral insight to realize:
“Ok, this is a judgment call.”
I’ve been very grateful about our committee being
willing to have dissent, and just let it rest, because it
captures something real about the situation, and so
we don’t always press for consensus. At some places,
they vote, but I don’t think that is a good idea.
So, we’ll come back to what my view of this is, but
kudos for the mindfulness, for not trying to make
something that’s not really there.
Audience Member: Could you talk a little bit more
about this ICU attending who heard the parents,
maybe was willing to settle for a lower oxygenation
level, but really did something that was different than
the ICU standard of care, which is to really demand a
perfect extubation, and reintubate if the baby started
to fail, but took a middle medical road, and maybe an
ethical middle road—
Chris Feudtner: Right. So, what he did is interesting.
He did a deal. He probably did it with his colleagues:
“We’re going to tolerate lower oxygen sats.
We’re going to alter the definition of what
would trigger reintubation.”
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“

Thank you, at

We talk about thinking about
your objectives and the options.
And what I often talk about is
to wonder whether
that there are t wo options
people have in mind, ‘ do,’
I have starved
or ‘don’t do,’ and I’m always
trying to sneak another option
my baby.
in between. Always. The best
solution to a tricky problem
is to avoid it. So what he did,
probably, is he realized it’s not even what we’re talking
about; his isn’t a compassionate extubation where I’m
going to take the breathing tube out, the patient is
going to be sedated, and die.

least I won’t have

"

This is a trial of extubation that we’re not
going to let fail; and I bet you we can get this
kid to go a long time, limping along. We’re
going to have to just suffer the fact that this
is not ‘optimal’ care, and we all live with that.”
And probably his colleagues are:
[Makes a grumbling sound]
“I can live with it.”
They were grumpy, but they could live with it.
Audience Member: The conversation about guidelines
is a little bit like this. So when do you accept as a
clinician something that is not the highest standard
of care?
Chris Feudtner: This is where, if we were involved, I’d
be writing an ethics note that stated:
“We have met with the team and the family,
and we vary from post extubation guidelines.
I give a ‘blessing’ on this variation.”
And increasingly, were seeing this as a bigger and
bigger issue of cover your ass, and also with nursing
staff:
“Did you sign off that the sat was 82 and not
immediately hit the code button?”
In a system that is becoming tighter, which is all for the
good, I think guidelines are great—until they’re not.
Your greatest strengths become your Achilles heel.
As we get tighter about managing quality, we need to
be able to mindfully introduce variance. So what they
were doing here is they were saying,
“We think he can fly at this height—not hitting
the trees—but he’s not going to be that far
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above them. But he can probably go a long
time.”
What I suspect this person did is that basically he
negotiated a deal.
Ethics Program Director: And he didn’t do it on his
own, because that was the second consult, where the
proposal was:
“Well, let’s do that, but reintubate if things go
badly.”
Chris Feudtner: He may have needed, and I’ve done
this where I’m like:
“I have to hope I’m really good at this.”
And I would have said to the parents,
“I’m going to work my tail off to ensure that
reintubation is not required.”
Ethics Program Director: Yes.
Audience Member: They weren’t saying they were
taking the palliative approach, but the palliative
literature is full of people who take them off of optimal
therapies, and they do ok, for a while. Its kind of
listening to both sides, I’m not sure what you’d call it.
Chris Feudtner: Yes. I think a lot about complex care,
and this is more of what I think of in my complex care
hat. In fragile systems, one of the things you don’t want
to do is be a bull in a china shop. You want to make
small maneuvers and let, almost trust, the stability of
the system to recalibrate. I think this is not necessarily
palliative, but it’s not afraid of being palliative.
Audience Member: Right
Chris Feudtner: It may have given him the longest life
we could have hoped for:
“ We’re not putting him through the stage
three; we’re not putting him through another
operation. He’s not going to get a plug; he
doesn’t have a trach in.”
So, I have coached families, and then have guided
them through:
“Let’s just see if we can stay at 1000 feet
above the ground—we’re not trying to fly
high—but let’s see if we can go across the
whole goddamn country like that. And lets
keep our fingers crossed.”
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We can go a long time; there’s not a rule that you have
to be up high to go a long time. But let’s get back
to this issue of consensus. What this tells me is there
is, amongst very informed, educated people, ethical
uncertainty. So with apologies to everybody, we’re
handing this back to the parents. Because they are the
ones, who, in this grey zone, we’re going to empower
to make that judgment call. I’m being a little bit cavalier
here, but that’s the direction we should go. This tells
us this is a ‘grey-zone’ decision.
Audience Member: And I appreciate what you just
said because I keep thinking about your talk about
courage. And it seems to me that in the ultimate
decision about this, the parents have the right to make
this decision, morally and ethically.
And there is an imbalance in the courage required.
There is a tremendous courage for the doctors to, in
this case, take the risk to alter the procedures, hoping
he will do all right with this extubation. But, there is, to
my mind so much more courage required of parents
who will be living this 24-hours a day for the next ten
years, whatever decision they make. Whereas those of
us who are in the medical field—I’m a social worker—
it’s a decision for the day, it’s a decision while we’re
meeting with the committee about what to do in the
next hour. But for the parents, there’s a real imbalance
in the courage required to live with whatever decision
is reached.
Chris Feudtner: But I will throw in a bit of caution here,
cause occasionally when I have pushed, particularly
with the non-feeding of newborns, and then they have
done well, or died of another reason, where parents
say,
“Thank you, at least I won’t have to wonder
whether I have starved my baby.”
When we go into the realm of what parents decide, I
don’t know. All I can try to do with the best integrity try
to offer balanced, perspective, and advice; people can
beat themselves up over anything—what mostly what
I’m looking at is do they feel that they’ve done a good
job as a parent? And if they feel they’ve been the best
parent, on their own terms, if they can feel that in the
face of this terrible challenge:
“I did what I needed to do.”
Then I’m more in the zone you’re going in. They will be
able to live with what they did, because they felt that it
was the right thing to do. Often in these catastrophes,
they’re spinning, and they don’t know what the right

thing to do is. That’s when I’m slowing things down,
and maybe I need to be a counterweight.
Audience Member: With the issue of ethical
uncertainty, part of what I want to know is, what is
the nature of the uncertainty. What is the nature of
the moral disagreement? Do we have folks who are in
disagreement as to the range of ethically permissible
options, or is it what’s within the range of ethically
preferable options? Because I think those are different
kinds of disagreements. If you’re talking about,
“Well, this is ethically preferable—“
“No, this is ethically preferable…”
But we are all in consensus that both options could be
ethically permissible, in that they’re not impermissible,
then that’s a different kind of debate than if some
people are thinking,
“This is ethically impermissible, to withhold
LSTs because of X, Y, Z.”
I think it makes a difference with the moral distress and
also when it comes to how you’re going to make the
recommendation. When you have divided ethicists, or
a divided ethics committee, then part of the challenge
is do we refrain from making a recommendation or do
we lay out the ethically permissible options and let the
medical team have at it, which would mean we’re not
functioning like normal clinical consultants. Is that the
sort of thing we want to do or what moral language do
we use in all of this.
Par t of my concern is that if the default—and I
understand the reasons you just said for giving the
decision back to the parents—but my concern is that
if you put that in a chart note, that sets up a default
such that when there’s moral disagreement, we’re
ultimately just going to put it back on the surrogates,
when data shows that surrogates in ICU’s experience
post-traumatic stress, regardless of what decisions
they end up making. They experience guilt for years—a
lot of them. I’m not saying they shouldn’t be making
decisions, but its part of the whole picture I think. If
you say that ultimately the parents should make this
decision, what kind of precedent does that make for
subsequent clinical decisions for the child, and does
that lend itself to premature closure for the team as
well? The idea that this ethical messiness has been
tied up with a bow and we’re just going to empower
the surrogates, and so we have a clean resolution that
doesn’t require further ethical cleanup, if that makes
sense?
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“

We’re not

allowed to do

Chris Feudtner: There were a
couple of dif ferent points you
touched on. One, there is great
this; we can’t
ethical certainty if we’re 50/50,
fabulous cer taint y about this
do that, it’s
being a hard issue. This has not
been under-thought. If there had
been consensus there would also
be certainty about both we know what to do, and we
have agreement. But when we have really hashed it all
the way out and we’re still in disagreement, there is
certainty that this is indeed a judgment call or a tough
issue. Now I think the response to that could be either:

impermissible

"

“That’s interesting; this is a true ethical
dilemma. Oye, such is life—“
Audience: [Laughs]

“We’re still uncertain, because I don’t know
which way to go.”
Chris Feudtner: What I’m pointing out is that the word
‘uncertainty’ could be used to describe different
states. We could be, we don’t know what to do—I’m
going to present a case:
“It’s about a boy. What should we do?”
Well, I don’t know what you’re talking about; you
haven’t given me enough details. I don’t know the
information. I don’t even know what the intervention
is. That would be ‘uncertainty’ because we don’t have
any intuition—we don’t even know what you’re talking
about—let alone what we should do. That’s what we
typically use the word ‘uncertainty’ for. After a very
mature, thoughtful discussion, we’ve come to the point
where we’re at a 50/50, I know that this is a really tough
trade-off, and I’m certain about that.
Now if you’re action-oriented and you need to know
whether to go left or right, that doesn’t count as
‘certainty’ because you haven’t told me what to do
yet. But to me, and this is the insight; this is a form
of analytic certainty. If I give you a coin, what’s the
probability that if I flip it, that it will land heads?

“It’s impermissible to do a compassionate
extubation.”
And lets make this case like the boy has seizures,
etcetera. A lot of palliative care has been pushing
back on:

I tend to take it more like what we’re talking about
when we talk about permissible with a little ‘p.’ Its just
not something that we would let go on, and its likely to
be a case that would it would be a variant of that. I have
to admit that I try not to talk about what’s permissible
and impermissible, unless its egregious, and we would
not do that. I use it very sparingly. Instead, I use:
“What are the arguments for and against?”
The last point I hear you talking about was that if we
give it back to the parents—the parent’s have already
said that they want to extubate. They’re not sitting on
the horns of a dilemma. I would not inflict that kind of
decision on them, like:
“Dude, I’m just a used car salesman. You
either take the Ford or the Toyota. Your
choice.”
I don’t believe in shared decision-making, or decisionmaking support, if you’re truly struggling. But if you
say,
“I want the Ford.”
“Nah, I want you to buy the Toyota.”
“I want the Ford.”

“Well, it’s uncertain.”
Well, actually it’s very certain; it’s a 0.5% chance—I
just can’t tell you whether it will be heads or tails. It’s
truly a balanced coin. So, think a little bit about what
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You talked about ‘permissible’ about ‘preferable.’
There are definitely things that are impermissible;
if its flagrantly illegal, we can’t euthanize people,
but I’m very reluctant to start letting things become
permissible ethically or impermissible, because its
often used as a power play. So the people in this:

“We’re not allowed to do this; we can’t do
that, it’s impermissible—“

Chris Feudtner: Or:
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we really mean when we say there’s ‘uncertainty.’
What you did say, though, is that we’re still in a state
of disagreement.

And then I have everyone:
“Which one should he buy?”
“I don’t know, 50/50”
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Then I’ll say,
“You’re allowed to have the Ford.”
That’s different than abandonment in the face of
decision-making. They had already pushed their stack.
I don’t think this is the problem, that I do agree with
you entirely about, where it’s like:
“Here’s what we can do for you…”
The Chinese menu:
“Do you want intubation, intubation plus
or minus a trach, an inflatable cuff—we
also have on offer, to do it with or without
vecuronium—“
Like crazy, hyper stuff—what kind of resuscitation do
you want—that’s too far afield. Most people in the
literature say they want support. They want to be
heard, and they want to feel like they participated in
the decision. Clearly, these parents in this situation
felt like:
Ok, I’ve been heard, I participated in this,
and this clinician is going in this with us.”

So I think this was, frankly, very, very good shared
decision-making—again, not knowing the details.
Those are some of the thoughts I would have in
response to what you’re describing.
Also, I don’t worry too much about precedent. I do
think about it, but again, if I’m using the Best Interests
Standard, I’m taking care of this patient right now; I’m
not taking care of the next one who’s likely to come
down the pike. And the slippery slope argument,
which is sort of what you’re making, is an interesting
argument because it only actually functions where:
“The right thing to would be to give you
this medicine, but I’m worried about the
next patient. If I were to give it to you when
it would be wrong for him, that would be
inconsistent. So I’m not going to give it to
you because I’m worried about the next one–
which means that I’m not taking the best care
of you that I can.”
The slippery slope argument is not a Best Interests
Standard. The Best Interests Standard is that I look
at you and do the right thing for you. Now, we’re not
opening Pandora’s box here; this was a very particular
case, which very likely will not apply to the next case
that just randomly shows up.
END

Chris Feudtner MD, PhD, MPH is a pediatrician, clinical
investigator, and ethicist at The Children’s Hospital of
Philadelphia and the University of Pennsylvania who focuses on
improving the lives of children with complex chronic conditions
and their families. Over the years, he has done a wide variety
of research projects and been involved in developing clinical
programs while also taking care of pediatric patients, including
providing palliative care, as well as providing clinical ethics
consultations. Since 2008, he has been the director of the CHOP
Department of Medical Ethics. He lives outside of Philadelphia
with his wife (a family physician), three children, and two dogs.
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Background: Care providers of critically ill pediatric patients

encounter ethically complex and morally distressing situations in
their practice. Though many providers receive an introduction to
ethics during training, their retention and application of ethical
principles to daily clinical practice may be limited. Furthermore,
current approaches to clinical ethics consultation focus on specific
problems of individual patients, and may not meet the emotional
and debriefing needs of providers.
Objectives: To identify whether providers remark on ethical
conflicts or note moral distress without being specifically
prompted, when asked to share thoughts/comments/questions
about a recent in hospital pediatric death, and to characterize the
nature of these conflicts and distress.
Methods: Constructivist thematic analysis of survey free-text
responses from providers involved in a deceased patient’s care
in the 24 hours prior to the patient’s death.
Results: There were 307 (35%) free-text responses in 879
completed surveys (33% total response rate), regarding the deaths
of 138 pediatric patients (81% of in-hospital pediatric deaths
that occurred) between November 2014 and May 2016. Diverse
provider roles were represented, and patients died in multiple
hospital units. Two main themes were identified: Ethical issues
addressed with traditional ethics education, and ethical issues
not addressed with traditional ethics education, which consisted
of two sub-themes: virtue conflicts and value conflicts.
Discussion/Conclusion: Many providers experience ethical
conflicts with pediatric end of life care but may not be able or
willing to share these candidly. Targeted education to assist
hospital staff in identifying and resolving ethical conflicts
encountered in pediatric end-of-life care, and further ethical
support for providers to share or debrief safely, without criticism
or negative repercussions, may be warranted.
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Ethical Dilemmas in Pediatric Death

Background

Ethically challenging situations
arise in providing care for critically
ill and dying patients. [1] While death
occurs far less frequently among
neonatal and pediatric patients than
adult patients, the emotional impact
of witnessing the death of a patient
is greatly amplified if that patient
is an infant or child. [2] Providers
who participate in caring for these
patients and their families may suffer
psychological harm stemming from
moral dilemmas and distress (Table
1). [3] The consequences of repeated
exposure to these types of ethical
stressors can lead to significant
burnout [4,5] and compassion fatigue
[5 , 6], affecting not only the mental
health of the provider, but also
compromising the care they give to
patients. [7]

Definitions from the Literature
Moral
Dilemma

A moral dilemma occurs when an individual is uncertain regarding the
“right” course of action because she is torn between competing ethical
principles.3

Moral
Distress

Moral distress occurs when the individual faces a challenge in personal
moral integrity; that person is certain of the right course to take, but
this course is impeded.3

Virtues

Virtues are positive character traits that human beings need in order to
live life at its best, and make their possessor a “good” human being. 50,51

Values

Values are beliefs that a specific mode of conduct or end-state of
existence is preferable to opposite or converse; they are prescriptive
or proscriptive beliefs acted upon by preference.67

Values SelfAwareness

Values Self-Awareness is a provider’s ability to reflect and articulate
on value judgements implicit in their own practice patterns, such as
self-identification of a systematic preference for less intensive versus
more intensive therapies in the face of poor prognosis.68

Coping

Coping is the cognitive and behavioral efforts made by individuals
to reduce, tolerate, or manage stressful events. These cognitive and
behavioral efforts either do (adaptive coping) or do not (maladaptive
coping) provide adjustment to the environment or situation.69

Inter-

Hospital Institutional Ethic s
professional
Teams
Committees (IECs) provide ethics
suppor t at an institutional level,
and should, in principle, reinforce
basic ethics education provided in
most training programs for health
Moral
professions. Their role includes
Unease
resolving conf lic t s surrounding
Virtues
patient treatment decisions
Conflict
through clinical case consultation,
Values
of fering a forum for discussion
Conflict
of policies involving institutional
ethics, and providing education
about ethical concept s to their
health care communities. [8] Though requesting
clinical ethics consultation is encouraged for any
patient, family member, or provider on the care
team who is perplexed by an ethically complicated
scenario, not all such cases are examined by formal
clinical consultation. In the pediatric population,
ethics consultations are often called for cases with
prolonged hospitalizations or illness, particularly when
values differences exist between the patient/family
and medical team. [9–12] Patients with acute clinical
worsening or unexpected death, resulting in shorter
duration of illness or hospitalization may create ethical
stress but not receive formal ethics consultation for
practical reasons. For example, a pediatric patient
arriving to the emergency depar tment may die
following a prolonged resuscitation attempt and cause
providers to raise ethical questions about whether
heroic interventions were in the patient’s best interest

Interprofessional teams involve providers from different health and/or
social professions who share a team identity and work closely together
in an integrated and interdependent manner to solve problems and
deliver services; they differ from multidisciplinary teams in that team
members are composed from different professions such as medicine,
nursing and social work rather than from different academic disciplines
(psychology, sociology, mathematics).70
Definitions arising from Data
Moral unease occurs when a provider experiences ethical stress arising
from virtues conflicts.
Virtues conflict occurs when the right course of action is unclear
because of the personal perception that two virtues are competing.
Values conflict is a disagreement with care provided based on personal
perceptions of whether such care was in the patient’s best interest.

Table 1. Key Terms
or merely caused suffering. Such a brief course and
subsequent demise, however, would likely prohibit
sufficient opportunity for the ethics committee to be
consulted and provide recommendations on ethical
decision-making in this context.
Similarly, cases in which values differences occur
amongst providers on the medical team, rather than
between the team and patient/family, also cause
ethical distress but may not always be raised to the
level of formal ethics consultation. [13] Providers with
lower hierarchical privilege, particularly nurses, may
be reluctant to or face repercussions for requesting
clinical ethics consultation. [14] Education and
empowerment of these providers is likely insufficient
to overcome the systematic barriers that impede them
from requesting clinical ethics consultation as a tactic
to mitigate their distress. [15]
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Truth Telling

I didn’t tell
the truth

They didn’t
tell the truth
We didn’t tell
the truth

“Moral
Unease”

“Moral
Distress”

Figure 1. Virtue Conflicts
When consulted, IECs advise clinical care teams
regarding the ethical permissibility of possible care
options and assist in identification of value conflicts in
the setting of a specific patient or scenario. Traditional
consultation models rely on medical providers,
patients, or patient surrogates/family members
advocating for the patient requesting IEC involvement.
However, this excludes cases not identified as
warranting consultation. This model is not well suited
to address general concerns by teams or individuals
about recurring ethical issues, or to offer a forum
for staff experiencing personal moral distress, [16,17]
particularly those with lower hierarchical privilege on
the team. Traditional ethics education focusing on
knowledge and application of bioethical principles
to resolve conflicts does not address personal ethical
struggles, such as values conflicts and moral distress.
[18]
Providers may receive an introduction to clinical
ethics during their training, however, limited clinical
experience may hinder their ability to integrate this
information and apply it to daily practice. [19] Though
IECs are tasked with the responsibility of ethics
education for hospitals, current guidelines do not
recommend strategies for imparting role-specific
ethical knowledge to providers. [8] Additionally,
debate exists regarding how to ensure appropriate
understanding and situational application of ethical
concepts to all providers within a healthcare system.
[20–29] Although moral distress is a specific focus of
increasing empirical investigation, particularly among
inpatient hospital nurses, [16–18] the effectiveness and
impact of routine, training-program-based ethics
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education, as well as IEC provided ethics education,
is not well informed by empirical evidence. Little is
known about the nature and frequency of ethical stress
encountered by interprofessional (Table 1) health care
providers in the care of dying children, as many of
these cases, for the reasons noted above, do not rise
to the level of IEC involvement.
Sur vey s tudies have sought to quantif y and
characterize the frequency and severity of moral
distress experienced by providers caring for critically
ill and dying infants and children. [30–33] Others
have correlated moral distress with knowledge of
guidelines [34] and outcomes. [35] Several qualitative
studies [36–43] have explored ethical issues related
to pediatric death but are limited by a small sample
size, few include interprofessional providers [36,38,40],
and most have asked providers to recall a clinical
situation of their choice in which they experienced
moral distress/challenging situations [36–39] or cared
for a dying patient. [41,42] Few have examined whether
respondents comment on ethical issues without
specific prompting [40,43] only one has inquired about
individual patient deaths. [40]
To increase the body of evidence around the incidence
moral distress among care providers, we sought to
identify whether providers described ethical conflicts
or note moral distress without being specifically
prompted to do so, when invited to share thoughts
and/or comments about the recent in-hospital death of
a pediatric patient for whom they personally provided
care in the preceding 24 hours. We also aimed to
characterize the nature of these conflicts and distress
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if found, to fur ther inform targeted
ethics education and clinical support for
interprofessional healthcare providers
of pediatric end-of-life care, based on
ethics-related provider experiences at
the bedside of dying children.

High Distress
Maladaptive Coping

Low Distress
Adaptive Coping

Self-Awareness into Values Conflict and Stakeholder Prioritization

Methods

Construc tivist thematic analysis of
free-text survey responses was used to
explore whether providers remarked on
ethical conflicts or noted moral distress
without prompting after the death of a
patient for whom they had provided care.
This project was exempt from review
by the Michigan Medicine institutional
review board (HUM00116059) as part of
an ongoing quality improvement effort.

A. Does not identify
difference in values
or whose matter

B. Identifies value
differences or
stakeholder roles

C. Identifies value
differences and
stakeholder roles

Figure 2. Adaptive versus Maladaptive Coping

Sample and Recruitment
Survey respondents were interprofessional care
providers at a 348-bed pediatric academic medical
center in the state of Michigan. All providers (n=2701)
who cared for a patient less than 18 years of age
within the 24-hour period leading up to his or her
death were identified via the electronic medical
record. Participation was voluntary; responses were
anonymous as to specific participant identity, although
the survey did request information about role on the
provider team and unit in which care was provided.
Data Collection
An electronic survey via Qualtrics [44] software was
emailed to each provider within one week of the death
between October 2014 and May of 2016. The survey,
developed by the institutional Pediatric Palliative
Care Team, requested demographic information,
information about the case, whether the death
occurred following active resuscitation efforts or
comfort care, provider role and unit, and provider
level training and years of professional experience. A
free-text response box was provided at the conclusion
of the survey, inviting participants to “share thoughts,
comments, or questions” about their experience with
that particular patient’s death, but did not specifically
inquire about ethical stress. Prior to distribution, the
survey was reviewed for face and content validity, and
was piloted for feasibility. No changes were made to
the survey following a successful pilot study.
Analysis
De-identified quantitative survey response data were
imported into Excel (PK) and descriptive statistics
were completed (SK). Free text responses were

analyzed and tracked in Dedoose [45] to enhance
trustworthiness and credibility of the data. [46 , 47]
Inductive, constructivist thematic analysis with line by
line coding [41] was performed by SK, who developed
the codes and themes in discussion with JF, PK, NL
using an iterative process to challenge identified
themes, and allow for on-going reconceptualization
of themes. A constructivist approach “assumes the
relativism of multiple social realities, recognizes the
mutual creation of knowledge by the viewer and
viewed, and aims toward an interpretive understanding
of participants’ meanings.” [48] Throughout the process
reflexivity was used to challenge preconceived ideas
and enhance rigor. [49] Themes were considered
robust when coherent, consistent, and distinctive. [49]

Results:

Participant Characteristics
There were 880 surveys completed out of 2701 emailed
to providers identified by the medical record as having
participated in a pediatric patient’s care in the 24 hours
preceding that patient’s death (33% total response
rate). At least one completed survey was returned for
167 of the 168 deaths occurring between November
2014 and May 2016 (99.4% of deaths). There were 306
(35% of completed surveys) free-text responses, and
at least one free text comment was made regarding
the deaths of 138 pediatric patients (81% of in-hospital
pediatric deaths that occurred in that time period).
Fifty-two respondents described ethical challenges
surrounding their patients’ deaths, corresponding
to 17% of those providing free-text responses and
6% of all survey respondents. Comments regarding
ethical conflict were identified for 38 unique patient
deaths (23% of all pediatric deaths) with 2 patients
receiving comments from 3 individuals and 8 receiving
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Table 2. Units of Responses
All Surveys
(n=880)

Unit
Pediatric Intensive Care Unit

All Free-Text
(n=306)

Ethics FreeText (n=51)

333

38%

120

39%

25

49%

Children’s Emergency Services

15

2%

4

1%

0

0%

Pediatric Cardio-Thoracic Unit

196

22%

66

22%

10

20%

Hematology/ Oncology Unit

14

2%

4

1%

0

0%

Operating Room

17

2%

4

1%

1

2%

Newborn Stabilization Area

16

2%

6

2%

1

2%

Neonatal Intensive Care Unit

265

30%

93

30%

Labor and Delivery Unit

24

3%

9

3%

Table 3. Respondent Roles
All Surveys
(n=880)

All Free-Text
(n=306)

Nurse

210

24%

101

33%

Physician

309

35%

88

29%

Respiratory Therapist

120

14%

31

10%

Physician Assistant/Nurse
Practitioner

32

4%

14

5%

Social Worker

79

9%

25

8%

Spiritual Care Provider

56

6%

12

4%

Other (ECMO* technician,
Child Life provider, Physical or
Occupational Therapist, etc.)

74

8%

35

11%

* Extra Corporeal Membrane Oxygenation

comments from two. Diverse provider roles were
represented (Table 2), caring for patients who died in
multiple hospital units (Table 3).
Themes
Constructivist thematic analysis identified two main
themes: Ethical issues addressed with traditional
ethics education and ethical issues not addressed
with traditional ethics education, which consisted of
two sub-themes, virtue conflicts and value conflicts.
Themes are described below supported by quotations
(Tables 4-6).
Ethical Issues Addressed with Traditional
Ethics Education (Table 4)
A number of respondents discussed personal ethical
struggles pertaining to their role as a provider in the
patient’s end-of-life care. One described concerns
about their own moral culpability in discontinuing lifesustaining interventions in a patient whose condition
was stable on these care modalities. This respondent
expressed discomfort with uncertainty of outcomes/
prognosis, including futility, and the gravity of making
irreversible decisions, but did not indicate that such a
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course of action was in conflict with
their personal values. Similarly,
multiple respondents expressed
concerns about inadver tently
hastening the patient ’s death
when administering medications
intended to alleviate suffering.

Ethical Issues Not Addressed
with Traditional Ethics Education:
Virtues Conflicts (Figure 1)
12
24%
Respondent s also described
2
4%
ethical struggles involving virtues
conflic ts, specifically honest y
versus compassion when it comes
to truth-telling with families at the
Ethics Freeend of life. Virtues are positive
Text (n=51)
character traits that makes their
23
45%
possessor a “good” human being,
10
20%
but at times, two or more virtues
may oppose or contradict each
12
23%
other (Table 1). [50, 51] Experiences
with truth-telling varied with
3
6%
the perceived level of personal
2
4%
responsibility on the part of the
respondent. We sub-categorized
0
0%
these by whether the responsibility
to be truthful belonged to other
1
2%
members of the care team (They
Didn’t Tell the Truth), belonged
exclusively to the respondent
(I Didn’t Tell the Truth), or was shared between the
respondent and others (We Didn’t Tell the Truth,
Figure 1). Respondents who did not have authority
about what was communicated reported ethical
tension with their roles in the patient’s care which
is consistent with traditional moral distress3 their
discomfort arose from being complicit with an action
they found morally wrong but were unable to correct.
Other respondents, who felt personal responsibility
for the communication, chose not to be truthful in
their situations despite having the ability to take this
course of action and expressed feeling troubled by
their choice. We identified this phenomenon as “moral
unease.”
They Didn’t Tell the Truth: Honesty as a team,
without personal responsibility (Table 5)
Several respondents described situations in which
they perceived other members of the care team not
being honest with the family, particularly regarding
a poor prognosis or likely death of a child. In these
responses, respondents reported ethical conflict
consistent with moral distress, as they felt that
something morally “wrong” was happening, but
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felt unable to personally rectify the
situation. Of ten these responses
correlated truth-telling with its effect
on patient care. Respondents noted
that others’ failure to be honest
negatively impacted the quality of the
patients’ death by delaying provision
of comfort measures, or deterring
parents’ presence at the bedside.
No responses described failure to
tell the truth by other members of the
care team as being compassionate
or having a positive impact on the
patient’s death.

Table 4. Ethical issues experienced by providers
addressed with current ethics education
“The patient in this case was discharged home a few days earlier to hospice care. When
I assumed care of the patient, he had been partially resuscitated with the family asking
to quickly “end his suffering.” As the lone provider, I struggled with ethical and legal
issues surrounding removing a chronically vented patient from his home ventilator
when he was not actively dying.”
—Attending Physician, Patient 179
“One area I would appreciate more information on is the use of sedation before death.
I believe she was on midazolam and fentanyl drips prior to death, and she also had
PRN fentanyl available. I had a hard time being able to recognize when she needed
PRNs. Normally, even on a sedated, intubated patient, I can tell by their movement
or changes in vital signs if a PRN is needed. Since her neuro status was questionable
and her body was dying, should I have been able to see those same signs or should I
be more proactive with giving PRNs?”
—Bedside Nurse, Patient 209

I Didn’t Tell the Truth: Honesty as
“One of the PICU nurses asked me if it’s okay to keep giving more PRNs (Morphine/
Ativan) even if it resulted in respiratory depression (we compassionately extubated).”
an individual provider (Table 5)
Several respondents noted that while
—Senior Resident, Patient 115
providing end-of-life care they had
“I was most uncomfortable with the plan as far as adequate orders for sedation/comfort.
not been honest when speaking to
For example, the orders were written for sedation every hour prn for comfort and the
families. Some felt uncomfortable
patient needed sedation more often that every hour. I was told by the physicians to
engaging in a conversation about a
keep him comfortable. I felt like I was functioning outside of the order parameters in
order to keep the patient comfortable.”
child’s worsening clinical condition.
Though it is possible this discomfort
—Bedside Nurse, Patient 179
stemmed from lack of experience
in having difficult conversations, or hierarchical part of the team knowing something the family did
considerations in which they did not feel that the not know trapped them into keeping a secret. Like
disclosure of bad news was within their purview, it those who individually had not been truthful, these
seemed, at least in part, these respondents chose to respondents had the ability to be honest with families;
withhold information when they had the ability to be they chose not to do so, and expressed ethical stress in
truthful. In these responses, the decision to withhold these encounters. There was an additional component
information seemed to be made in an effort to be of moral distress in two scenarios: those who felt
compassionate to the family of the dying child. When powerless to divulge information to families, as it was
ethical stress about personal responsibility in truth- not appropriate given their role on the care team, and
telling was present, multiple respondents described those that did not have the information necessary to
feeling “unprepared” to answer questions posed by be fully honest.
the patients’ families, suggesting difficulty navigating
ethically stressful situations based on virtues conflicts, Ethical Issues Not Addressed with Traditional
struggling to reconcile their perceived inability to be Ethics Education: Values Conflicts
both truthful and compassionate in these end-of-life Many respondent s described ethical dis tress
scenarios.
surrounding the death of their pediatric patient
stemming from values conflicts about the goals
We Didn’t Tell the Truth: Shared
and level of care provided. Ethical shared decisionpersonal responsibility of an individual
making supports that in situations of uncertainty,
as part of the team (Table 5)
such as end-of-life care provision, medical decisions
Some of the responses described clinical scenarios in should be based on the patient’s or family’s values,
which the respondent shared personal responsibility not personal values of the providers. [52] In all cases
for truth-telling with other care providers on the team, in which a values conflict was described, respondents
but that the truth was not honestly disclosed by any expressed an opinion that care was inappropriately
care team member. These responses portrayed the aggressive at the end-of-life (Table 6). There were no
experiences negatively, and noted feeling “sneaky” responses in which respondents lamented that they
and “underhanded,” or having the perception of were ethically distressed by having to be complicit
collusion between care-team members. A few in a premature transition to comfort goals that was
respondents described withholding the truth as a maligned with their personal values.
burdensome experience; they reported that being
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Table 5. Virtues Conflicts
“They Didn’t Tell the Truth”
“It was painful to watch the medical team give the family slight hope, and then take it
away when the patient coded. The parents were appropriately in shock and seemed to
be absorbing the uncertainty of the plan in place for the child. Various care providers
would tell parents options even though they were sure it would end in the death of
the child. It may have been helpful if these other interventions were not spoken about
because they seemed to keep giving family hope. I was not present for the end result,
so I am unsure of if the parents decided to stop or the medical team did. Overall, this
was a stressful and devastating situation for the parents to be in.”
—Social Worker, Patient 206
“Severity of the situation was not relayed to the family adequately. The denial of the
medical staff and the family prevented the parents from being at the bedside at the
time of death.”
—Nurse Practitioner, Patient 196
“I asked mom on Thursday night whether [the patient] had ever discussed her wishes
“should the worst happen”. She said that [the patient] stated days prior that she never
knew she could die from this. Mom stated they all had a very positive outlook. I asked
whether she and her husband had discussed it. She said “no, because there’s always
another step we can take.” I feel that we weren’t forthcoming about the direction that
Brooke was headed. I think a lot of false hope was given to this family. We could have
done a much better job preparing them for her death.”
—Bedside Nurse, Patient 130
“I Didn’t Tell the Truth”
“While I was bagging up the patient before my shift change, the mother asked me if
this was normal. At that time, the baby’s condition was worsening, with my personal
thought that it was on a downhill slide, but I just told her that I was trying to maintain
sat[uration]s while the nurse was doing some other things. I did not feel prepared in
my response and I felt like I was lying to her.”
—Respiratory Therapist, Patient 140
“I would like to be better prepared with an answer when the parent asks if I think they
are doing the right thing by letting the child die.”
—Respiratory Therapist, Patient 128
“We Didn’t Tell the Truth”
“I felt like the mother had walked into a snare when she entered the room not knowing
what everyone else knew.”
—Bedside Nurse, Patient 161
“The charge nurse suddenly came to our computer area and told us that the patient
had arrested in the OR….From the time the parents entered the room, and the time the
surgeon and anesthesiologist joined them in the room, was more than 30 minutes. The
patient’s mother was very distraught knowing that the case had not gone as planned.
She asked me several times if the patient had passed but I did not feel to be in the place
to break this news to them. Not many words were said between us except individual
prayers. I held her and comforted her to the best of my ability. As a mother, I felt her
pain. I was very upset at the amount of time it took for the surgeon to reveal that their
daughter had passed away and had no knowledge.”
—Nurse Practitioner, Patient 195

Responses depicting values conflicts fell across a
spectrum, with poor self-awareness into the nature
of the values conflict or poor/incomplete identification
of stakeholders correlating with maladaptive coping
( Table 1), and good self-awareness ( Table 1) and
identification of these determinants correlating with
adaptive coping (Figure 2).
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In responses which described
values conflicts without identifying
the source of distress, respondents
voiced their disagreement with
interventions that they did not
believe conveyed therapeutic
benefit to the patient, but failed
to acknowledge that there may be
differences in opinion regarding
the futility of these interventions
( Figure 2 Box A ). Likewise, they
did n o t id en t i f y t ha t o t h er
stakeholders, including other care
team members, and especially
parents, may have had differing,
valid opinions on care goals,
and that decision-making should
be more strongly influenced by
these opinions instead of their
own. Strong emotional language
in these responses emphasized
the deep, personal impact that
the perceived inappropriate care
had on these respondents (Table
6). Other responses demonstrated
some, bu t incomplete, sel fawareness into the values conflicts
underlying their ethical stress
(Figure 2 Box B). These respondents
identified that they were faced
with an ethical issue, and/or
identified that values differences
existed, but did not accurately
acknowledge whose values should
have been given precedence in
decision-making (Table 6). Finally,
there were respondent s who
identified values dif ferences
and appropriately identified the
priority of stakeholder values in
decision-making (Figure 2 Box C).
These responses often contained
indicators of adaptive coping and
acceptance of the outcome (Table
6).

Discussion

To our knowledge, our study of unprompted freetext survey responses is the first to empirically study
the incidence of moral distress and ethical conflicts
in end-of-life care for specific pediatric patients by
interprofessional providers. Many interprofessional
providers experience ethical conflicts with pediatric
end-of-life care but may not be willing, or have
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o p p o r t u n i t y, t o s h a r e t h e i r
c o n c e r n s c a n d i d l y. T h o u g h
comments specifically describing
ethical stress were provided by a
minority of survey respondents,
more than one quar ter of the
deaths in this time period had
at least one provider comment
on an ethical issue encountered
in providing end-of-life care for
that patient. These findings are
consistent with previous survey
and qualitative studies that note
ethical stress occurs in these
clinical situations, but not with
overwhelming frequency. [30–33]
Our findings expand on the
growing body of evidence around
the incidence of moral distress
among care providers in t wo
important ways. First, this study
quantifies the incidence of providerf o c u s e d e t hic al ph en om ena
within an interprofessional care
team; second, it of fers novel
and informative categorization
of ethic s-related provider
experiences at the bedside of
dying children.
Responses described several types
of ethical stress, some of which
are addressed in current models
of ethics education[20–29] focusing
on applic ation of bioethic al
principles and knowledge of
per tinent guidelines. Previous
s tudies have demons trated
these situations are distressing
to providers, and that knowledge
deficits of existing guidelines
are contributory. [34] Only a few
respondents described scenarios
of common ethical conflicts for
which clear ethic al guidance
exists. This finding suggests that
our current educational efforts
to empower providers, as well as
ethics committee support, have
likely aided most providers in
ethically challenging situations
that have precedence set for how
to resolve them. While professionspecific ethics education exists,

Table 6. Values Conflicts
Lack of self-awareness, maladaptive coping
“I feel very strongly that the decision to perform surgery on this baby, when we
knew that there was nothing we could do to save the baby in the long term was very
detrimental to this baby and the family….Also, the time that we took to perform surgery
was time that was taken away from this family. This baby could have been held longer
by her parents…I always struggle with death on our unit, but this one has hurt my soul
because I feel like this baby and family deserved better.”
—Bedside Nurse, Patient 184
“The transition to comfort care and eventual withdraw of mechanical support was
delayed by family and their “advocates” placing the care team…in a very uncomfortable
position…of having to continue futile support for a patient who was already brain
dead.”
—Attending Physician, Patient 158
“The struggle for us as the nurses is seeing this baby get sicker and sicker and knowing
she is uncomfortable and most likely will not make it. We at times feel that the doctors
aren’t having early enough conversations with the parents that are ‘’blunt’’ enough.
This baby could have passed away in a more comfortable way, not liters of fluid positive
so her parents couldn’t recognize her and post multiple line placements/attempts. I
know we do an amazing job of giving patients a second chance and saving them, but
sometimes we wait too long before ending care.”
—Bedside Nurse, Patient 209
Incomplete self-awareness, more adaptive coping
“I felt this family was having a hard time making the decision to stop care, and I felt we
could have done a better job of directing them towards the best interest of the patient
instead of mostly leaving it in their hands.”
—Respiratory Therapist, Patient 132
“Although I feel we should have never intubated this infant, but the infant’s trial of
therapy allowed the dad to see the infant before it passed away.”
—Nurse Practitioner, Patient 226
Good self-awareness, adaptive coping
“Child arrested about 12H prior to demise and was placed on VA ECMO. She had
survived multiple episodes of ECMO in the past, but there were clinical reasons to
suspect that she would not recover this time...Her family was able to understand that
this time was different, and were able to reconcile themselves to her demise. While
ECMO was medically futile in this case (and this was arguably predictable prior to her
arrest), the psychosocial benefits to the family were substantial. “
—Attending Physician, Pt 122
“I initially had negative feelings about the decision to resuscitate the infant per the
parents’ wishes. It seemed clear that the baby would not survive and aggressive
interventions seemed harmful. However, resuscitating the baby allowed the mother
to spend time with her and father time to get to the hospital to spend time with her
as well. As they were able to meet and hold her, they decided not to proceed with
aggressive intervention as well and actually remove the endotracheal tube. In the end,
resuscitating her was the right thing to do because it allowed family time to bond with
her and come to terms with her death.”
—Senior Resident, Patient 226
“From what I heard in report, the patient’s pupils were fixed and dilated at the outside
hospital. I don’t really understand why she was transferred to our hospital if she had
already experienced brain death. It seems unfair to put our staff through that kind of
emotional stress when we couldn’t even do anything to save the patient. The only thing
I can think of is that they were trying to buy time for the family to come see her. I would
want the same if it were my loved one, but even so, it’s extremely difficult as a health
care professional to feel completely useless, especially in such an unexpected death.”
—Bedside Nurse, Patient 108
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and limited interprofessional classroom ethics
courses are available to some, expansion of existing
ethics education models to include interprofessional
providers in the clinical setting is vital, as unaddressed
ethical issues negatively affect patients, families, and
providers. [53–56]
The classroom setting alone is insufficient to meet this
need as learners often struggle to apply classroom
knowledge to problems in the clinical setting; [24]
ethics education is most effective when is tailored to
the interprofessional teams’ education needs within
the clinical context. [57–59] One mechanism that may
allow for real-time embedded interprofessional ethics
education within the clinical setting is the concept
of preventative ethics rounds. [29,60] Preventative
ethics rounds serve to help interprofessional teams
anticipate, navigate and mitigate potential ethical
conflicts and tensions before they become crises
necessitating formal ethics consultation; they do so
by:
1. Providing support for specific patient care
situations
2. Giving a space for interprofessional team
members to better understand each other’s
professional obligations, and
3. Providing a space for education in moral
reasoning and engaging in reflective practice.
[23,25,29,60,61]
In our study, we also identified two sources of ethical
stress that could be positively impacted from a
preventative ethics approach. First, respondents
specifically revealed ethical stress in experiences
surrounding truth telling. Interes tingly, when
respondents perceived other members of the
medical team were not honest, they identified this
non-disclosure of truth as harmful to the patient/
family. When respondents reported ethical stress
about not being truthful themselves, however, it
appeared that they were struggling to find a balance
between being honest and being compassionate. We
specifically identify this ethical stress as arising from
virtues conflict (Table 1). Though from the responses
it appears these providers concluded that in their
specific situations disclosure of the truth would have
been more harmful than beneficial, the experience of
being untruthful was distressing, and they commented
about it without being prompted. The cause of this
disparity in how respondents perceive truth telling
based on their role and responsibility in the situation
is unclear. Whether it stems from differences in the
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type or importance of information being withheld,
or difficulty with perspective taking by the provider
to understand that others who do not disclose the
truth may be experiencing vir tues conflict, was
not discernible from the comments; we think this
deserves fur ther investigation. Likewise, ethical
stress experienced by providers arising from virtues
conflicts, which we have termed “moral unease,” to
facilitate further study, has not been well characterized
in the literature, though we think that this phenomenon
warrants further scrutiny to determine its impact on
compassion fatigue and burnout among providers.
Current models of ethics education describe the
importance of a provider being honest as key to
facilitating patient autonomy. These are grounded
in the premise that honest disclosure of medical
information, supports patients making informed
decisions about their health. While being truthful in
the medical context is often consistent with the ethical
course of action, there may be specific situations
in which disclosure of truth might be harmful. An
approach to ethics education that imparts moral
reasoning may guide providers in how to deliver
difficult information honestly and compassionately,
such as weighing the dangers of not being truthful
(personal virtues compromise, potential breach of
trust with parents) against those of telling the truth
(upsetting fragile parents, not being able to give
whole story, breaking trust of team). Novel education
approaches, such as team simulation exercises and
use of structured debriefs [29] following sensitive or
difficult discussions might be helpful to strengthening
providers’ skills in the domain of truth telling. Narrative
medicine, which has been proposed as a model for
imparting empathy, reflection, and professionalism to
medical providers, [62] may also serve a role in assisting
providers in growing in self-awareness, gaining
perspective, and navigating complex situations
surrounding truth-telling in pediatric end-of-life care.
Second, values conflicts (Table 1) accounted for most
of the ethical stress repor ted. Our findings are
similar to previous studies which have noted that
providers perceive care decisions at end-of-life to
be more aggressive than they believe is in the child’s
best interest. [40–42] Our study results offer a more
structured framework with which to analyze values
differences. We noted varying levels of self-awareness
in respondents’ understanding that values differences
were the source of their distress. Individuals who
appeared to be better at identifying values differences
exemplified more adaptive coping. Respondents
who did not identify the presence of values conflict
often attributed medical decision-making with which
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Nearly one-quarter of respondents described experiences of ethical distress following the death of a patient, and much of what
was described was not addressed by traditional ethics education, suggesting the use of targeted education, perhaps through
preventitive ethics rounds or narrative ethics techniques.

they did not agree to failure of physicians to educate
families. The assumption that no adequately informed
parent would make choices differing from their own
often resulted in misclassification of the conflict as
a truth-telling failure on the part of others. These
individuals used very emotional language in their
responses, likely related to moral emotions, or the
guilt, anger, resentment, or indignation an individual’s
experience when they perceive that they or someone
they care about has been wronged, of fended,
slighted, or harmed. [63] Though the respondents in
these situations may not have accurately assessed the
medical situation or context for decision-making, their
narrative is influenced by this perspective. Conflicts
arising from these values differences cannot be
resolved without acknowledgment of the providers’
experience and perspective.

Conclusion

By showing that at least one provider described
experiences with ethical distress without being
specifically prompted for nearly one quar ter of
in-hospital pediatric deaths, and that much of the
described distress is not often addressed by traditional
clinical ethics education, our results suggest that
targeted education, such as the use of preventative
ethics rounds, or the use of narrative medicine, to
assist staff in identifying and resolving ethical conflicts
encountered in pediatric end-of-life care may be

helpful. Though the ethics committee can assist in
resolving moral dilemmas and identifying values
conflicts when consulted, consultation might not occur
until the situation has deteriorated considerably, and
might not occur at all, if there is no clear disagreement
between the patient’s parents and the team. Additional
approaches to eliciting and assisting all providers on
the care team with ethical stress in pediatric end-oflife care should be pursued to address this problem.
Team debriefing with an ethics expert after a patients’
death may assist in identifying conflicting values and
lead to philosophical discussion on responsibility/
roles of stakeholders in healthcare decision-making.
Debriefing could also assist providers expanding their
perceptions of a complicated medical situation from
alternate perspectives to reduce moral emotions [63]
and foster empathy, as well as provide safe space to
discuss concerns without criticism or repercussions.

Strengths and Limitations

We recognize the limitations of our study. Although
our institution is a large regional tertiary referral
center, limitation to a single center potentially reduces
generalizability to other providers participating in
pediatric end-of-life care. In qualitative research,
however, validit y is determined more through
transferability of perceptions and experiences to other
settings than generalizability to a population. [64] The
ethical stress described by our respondents is similar
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in frequency to what has been reported in previous
survey and qualitative studies; despite being obtained
in a single center, our results are likely applicable to
other pediatric centers that provide end-of-life care,
and may be useful in informing educational efforts
in those institutions. We acknowledge the possibility
of selection bias, attributable to low overall survey
response rate, or the minorit y of par ticipants
providing free-text comments. However, our total
response rate for the survey was similar to what has
been previously reported, [65,66] and the majority of
pediatric deaths in this time period were captured with
at least one completed survey and free text response.
Though free-text responses lack the depth that full
qualitative interviews provide, they have utility in
identifying important issues not directly queried by
close-ended survey questions, as well as informing
future research. [64 , 66] The open-ended format of
the free-response question gave respondents the
opportunity to discuss a subject of their choosing,
rather than prescribed topics serving the investigators’
aims, and allowed points to be raised that would
otherwise not have been addressed. The free-text
responses varied between respondents in length and
quality; though only 51 respondents commented on
ethical stress, the concerns they discussed were likely
applicable to others. Respondents who have difficulty
expressing themselves in writing, have limited time to
complete the survey, or do not have a more neutral
or positive experience are less likely to comment. [66]
This may have introduced bias, as respondents who
are more articulate, have more time to respond, have
a particularly strong opinion may be overrepresented.
Another potential source of bias is that providers were
able to complete a survey for each patient’s death in
which they provided end-of-life care. De-identification
of the survey responses limited our ability to identify
whether the same provider completed the survey on
multiple patients.

also be valuable in identifying ways to mitigate ethical
stress for providers of pediatric end-of-life care.
We would like to thank Dr. James Azim and Melanie
Halsey for creation and distribution of the survey and
Dr. Kenneth Pituch for his assistance in this project.
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Future Directions/Implications for Practice

Based on these findings, additional exploration of
the ethical challenges faced by pediatric providers
during end-of-life care is needed. Further inquiry of
all members of the interprofessional care team, as well
as of patients’ families, will better inform educational
efforts for providers and improve patient care in these
medically, emotionally, and ethically complex cases.
Further investigation of the frequency and nature of
ethical concerns and ethical stress following pediatric
death, as well as the consequences for providers of
experiencing it, is warranted. Trial and evaluation of
prospective, interprofessional ethics education and
support in high mortality pediatric inpatient units may
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ABSTRACT
In newly diagnosed pediatric epilepsy patients, the decision to discuss
sudden unexplained death in epilepsy (SUDEP) presents a complicated
ethical picture with potentially conflicting principles. The neurologist
must decide how to disclose and discuss the problem of SUDEP, balancing
the desire to help families by empowering them, without doing harm by
overwhelming them with fear during the very real world situation of a clinic
visit rife with diagnostic unknowns and parental anxiety. Three approaches
to the problem are presented and analyzed: First, withhold discussion of
SUDEP with newly diagnosed patients (reserve the discussion for when it
may become applicable based on the appearance of risk factors). Second,
selectively disclose SUDEP with newly diagnosed patients. Third, disclose
SUDEP to all newly diagnosed patients. These three approaches and
arguments made in support of each presented, followed by a proposed
reconciliation by means of ethical reasoning.
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Clinical Scenario:

Mia is a developmentally normal 9-year-old girl. She has been previously
healthy, but is being referred for evaluation by her pediatrician following
two separate, generalized tonic-clonic seizures. The seizures occurred
approximately five months apart, and were reportedly unprovoked. Mia
and her parents are being seen for the first time by a pediatric neurologist.
Mia’s neurological examination is normal, and the neurologist notes Mia’s
EEG and brain MRI are normal as well. When the diagnosis of epilepsy and
its prognosis are discussed, Mia’s mother asks the neurologist if her child
could die from a seizure.

Introduction

This common scenario, specifically in the newly
diagnosed pediatric epilepsy patient, depicts a
complicated ethical picture with potentially conflicting
principles. The essence is that the neurologist must
decide, during the very real world situation of a
clinic visit surrounded with diagnostic unknowns and
parental anxiety, how to disclose and discuss the
problem of sudden unexplained death in epilepsy
(SUDEP). Neurologists need to balance the desire to
help families by empowering them but without doing
harm by overwhelming them with
fear.

“

Analysis

Epilepsy is defined as the predisposition to have
unprovoked seizures and occurs in approximately 1%
of children. Epilepsy is considered a heterogeneous
condition, with many causes, outcomes, and comorbidities, and is often now referred to as the
epilepsies (England et al., 2013). There is a wide
range of developmental levels, from entirely typically
functioning individuals to those with disabilities, which
are predominantly related to the underlying cause of
the epilepsy. Mortality is increased in persons with
epilepsy, and SUDEP is the most
common cause of premature
mor talit y in this patient
population.
conflict

Principles
...the
Several ethical principles are
involves disclosure
a p p l i c a b l e t o a n a l y ze t hi s
SUDEP describes the syndrome
scenario, although they do not
of death in a person with epilepsy
of information that
necessarily solve the dilemma.
without clear etiology, including
When considering beneficence
trauma, drowning, and status
would be inherently
and nonmaleficence, the
epilepticus. The pathophysiology
physician mus t consider the
appears multifac torial, with
needed for the
autonomy of the patient/family
potential cardiac and respiratory
to make their own decisions
components and often associated
patient to consent.
about applying their own ethical
with the underlying disorder.
values compared to the possible
For example, cer tain genetic
paternalism of the neurologist potentially making the epilepsies, e.g. sodium channelopathy in Dravet
decision that he/she believes is in the patient’s and syndrome (severe myoclonic epilepsy of infancy), have
family’s best interest.
particularly high rates of SUDEP. The risk of SUDEP in
children with epilepsy is approximately 1 in 4500 per
Ethical Conflict
year, and in adults 1 in 1000 (Harden et al., 2017). These
There is a tension in this clinical scenario between statistics are on the basis of large scale populations
beneficence and nonmaleficence. This is furthermore and do not necessarily apply to individual patients
complicated by the inability to obtain true informed that fall into specific subgroups of epilepsy, from
consent because the conflict involves disclosure of those essentially unaffected by SUDEP, e.g. typical
information that would be inherently needed for the childhood absence epilepsy, to the channelopathies,
patient to consent. Consequently, the neurologist is epileptic encephalopathies, or presence of escalating
forced to use perceptions and assumptions about how nocturnal convulsive seizures that are associated with
the patient and family would exercise their autonomy very high risk. In observed cases, the terminal event
in this situation.
is typically preceded by a seizure (Sweinsson et al.,
2018). Other common circumstances are nocturnal
timing with the patient found in the prone position
and in unsupervised settings.

"
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While a dispassionate discussion of ethical principles
may be applied to this situation, the reality is this is
ethically and emotionally charged in real practice.
A sur vey of American and Canadian adult and
child neurologists published in 2014 revealed that
neurologists felt that patients and families responded
to a conversation about SUDEP with anxiety or
distress over 60% of the time (Friedman et al., 2014).
Appreciation and relief were perceived far less
often. Thus, neurologists have shared the impression
that disclosing and discussing SUDEP can produce
negative consequences in patients and families. This
has been our experience as well.
The question arises whether it is possible for a
patient or family to provide an informed decision
concerning whether or not they would like to hear
about SUDEP. This seems different as an a priori
decision, in comparison to families reporting post
facto that they would have preferred to know in
advance about this possibility, although an ability to
potentially prevent this problem would supersede
concerns about disclosure. The objective of obtaining
informed consent cannot be completed because the
neurologist would first have to explain or discuss the
concept in order to achieve this. Some neurologists
may attempt to circumvent the details of the topic and
ask patients something along the lines of, “Would you
like to discuss rare but severe potential complications
associated with epilepsy?” However, a lack of details
in asking the family questions would limit the family’s
ability to provide truly informed consent.

Navigating the Conundrum

It appears there are at least three approaches to this
situation:
1. Withhold discussion of SUDEP for the newly
diagnosed patient (and, by implication,
reserve the discussion for when it may become
applicable based on the appearance of risk
factors, e.g. escalating seizure frequency,
presence of nocturnal convulsive seizures,
diagnosis of high risk condition, etc.);
2. Selective disclosure of SUDEP in the newly
diagnosed patient;
3. Disclosure of SUDEP to all newly diagnosed
patients.
Each of these scenarios may have merit and has been
applied by neurologists in our experience. Each

presents its own challenges. There is the additional
concern whether the child should be informed, or
whether to discuss this with the parents/guardians
and allow them to decide how and when to include
the child in this discussion. It is not uncommon for
families to report grave concerns about the child
hearing about various aspects of epilepsy care, from
the possibility of having surgery to the phenomenon
of SUDEP.
Approach 1: Withhold discussion of SUDEP
for the newly diagnosed patient
Barriers that have repor tedly prevented SUDEP
disclosure are the notions that certain patients are
not at much greater risk than the general population,
there is no proven way to prevent it, and furthermore
that knowledge of this could be detrimental to the
patient’s mood or quality of life (Friedman et al 2014).
Other potential reasons are the rarity of the event,
so that the risks of discussion outweigh the potential
benefits, in addition to lack of time or resources for
a proper discussion, and lack of an opportunity to
form a trusting relationship at the point of the clinical
interface in the newly diagnosed patient.
Some of these concerns are overlapping. Are the
risks of awareness outweighed by the potential
benefit of knowing the information in the patient at
very low or essentially no increased risk? Logistical
issues are challenging, despite their seeming banality.
Neurologists are faced with greater patients to see
more patients in less time and there may be pressing
issues of more relevance to that particular patient, e.g.
safety rules for children living with epilepsy, rescue
therapy indications and procedures, compliance with
medication and follow-up, diagnostic testing, etc.
A lack of evidence, to date, that SUDEP is actually
preventable leads to the question whether the patient
or family benefit from knowing about it.
Approach 2: Selective Discussion of SUDEP
In the case of a newly diagnosed patient, it is rarely
possible to have identified whether that patient is at a
high-risk category, much less have had the opportunity
to develop a trusting relationship with the neurologist.
On the other hand, a highly mobile population as
well as rapid and sometimes unanticipated changes
in insurance plans lead to the realization that there
may be only a few opportunities, much less a single
one, for the neurologist to interact with the patient
and family. Neurologists have expressed the decision
to invoke SUDEP in the case of a patient showing
poor medication adherence in an effort to provide
a rationale if not motivation to improve compliance.
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In this scenario, the initial potential psychological
harm of creating fear and sense of loss of control
would potentially be superseded by the potential
long-term benefit of improved seizure control, and
hence decreased risk of SUDEP. Here each patient
is analyzed on a case-by-case basis with the ultimate
decision based on a combination of patient and parent
factors and the clinical course of the patient, where
there is a perception of more benefit than harm from
the conversation. Yet, this invites the paternalism
of the neurologist in gauging the response of the
particular patient or family. Alternatively, in the case
of newly diagnosed childhood absence epilepsy,
with the presence of only absence/petit mal seizures
and without convulsive events, it would be irrelevant
to raise the prospect of SUDEP. It is more likely that
positive change would be effected by devoting
time discussing seat belt use, pedestrian safety,
avoiding smoking, or even healthy dietary habits than
discussing SUDEP. A counterargument could be made,
however, that children with absence epilepsy are at risk
for development of convulsive seizures, in which case
there is at least some elevated risk of SUDEP. Then
there is the problem of whether to disclose SUDEP in
the patients with the benign focal epilepsy syndromes
of childhood, such as benign Rolandic epilepsy. In such
cases, the risk of SUDEP is considered infinitesimally
small, yet there have been reported cases in children
with these diagnoses (Doumlele et al., 2017). Thus, it
appears to be uncertain whether any epilepsy patients
are actually immune from SUDEP.
Approach 3: Disclosure of SUDEP to
All Newly Diagnosed Patients
SUDEP disclosure is recommended as a practice
guideline for patients with epilepsy (Harden et al.,
2017). The issue at hand is disclosure in the newly
diagnosed patient and family, who are grappling
with a new diagnosis and acceptance of a condition
that is generally treated with daily medication on a
long-term basis and a sense of uncertainty given the
inherent unpredictability of the course of epilepsy.
Patient survey data indicate that parents of affected
children, both high and low risk, prefer to have had
the discussion despite an increase in initial anxiety
(RamachandranNair et al., 2013). It is possible that
neurologists are projecting their own opinions when
deciding that this disclosure creates excessive harm.
A qualitative study of young adults with epilepsy
reported that > 80% supported uniform disclosure
(Tonberg et al., 2015), and that this may lead to
behavioral changes including improved medication
adherence.
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In the case of the new onset pediatric epilepsy patient,
the patient lacks the ethical maturity and legal status
to make decisions independently and must yield to
his or her parents or guardians as surrogate decisionmakers. The physician is well served by the traits of
humility, honesty, and compassion to balance and
contrast the autonomy of the patient and parents
versus a paternalistic assessment of beneficence
and nonmaleficence. While it may appear overly
paternalistic to enact a unilateral decision to avoid
SUDEP disclosure to “protect” families, there are
many items that are not disclosed to patients during
the course of a clinic visit, especially a first time visit.
It is logistically impossible to cover every possible
diagnostic, therapeutic, and outcome scenario in
every clinical setting. This includes rare events in
particular, e.g. esoteric, rarely reported reactions
to medications that are being prescribed. It is
conceivable that clinicians are concerned about such
current matters as the now ubiquitous patient ratings,
with the proliferation of patient satisfaction surveys
both by the Internet and hospitals. It certainly seems
plausible that such rankings may suffer by raising
such an emotionally laden and possibly unexpected
topic. There should be a certain threshold level of
risk to warrant such discussion in a clinical setting.
Patient or family autonomy is difficult to exercise in
this setting because the neurologist must make the
decision about SUDEP disclosure and discussion. The
principle of nonmaleficence suggests refraining from
disclosure due to the discomfort, anxiety, or fear it
could produce. Yet, there is the contrasting matter
of whether there are indeed actionable items that
patients and families could undertake to mitigate their
own level of risk. While not proven, there is a rational
basis to believe that patients at high risk can mitigate
this by avoiding when possible a prone sleep position,
use a lattice pillow that allows rebreathing through
expandable material, or wear a seizure detection
device (Liebenthal et al 2014). Furthermore, it seems
plausible that achieving improved seizure control,
whether with increased medication adherence or even
earlier use of epilepsy surgery when applicable, could
reduce the risk of SUDEP and serve as a rationale for
early SUDEP disclosure.
Preservation of patient/family autonomy presents
unique challenges in this situation. Families cannot be
easily given sufficient information to decide without
essentially providing the disclosure information of this
highly charged topic. Yet, it is considered preferable
for families to learn of this information from their
physician as compared to online browsing. Analysis
using focus groups and detailed interviews to explore
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parental views led to the parents’ preference for
disclosure by pediatric neurologists as a face to face
exposure, mostly at the time of epilepsy diagnosis,
and with the parent deciding whether the child is
present (RamachandranNair et al., 2013). These factors
were cited despite the emotions reported of feeling
overwhelmed and anxious following the discussion.
Whether this Canadian study is generalizable warrants
further study, as there may be other factors depending
upon patient heterogeneity, including region, urban
vs. rural location, parental education and background,
socioeconomic status, family history of epilepsy, type
of epilepsy, and patient’s risk categorization of SUDEP.

at the outset of this discussion. An example of the
benefit of the discussion would be the circumstance
of escalating seizures associated with poor medication
compliance. Thus, disclosure would depend on
assessment of risk factors as well as the level of
family, and potentially patient, ability to cope with
the information. Research is needed to create a
list of variables to identify patients and families
when exercising a selective approach to the SUDEP
discussion.

The Argument to Discuss SUDEP with All
Patients and Families with Epilepsy
In the tragic instances of families having gone
The Argument to Withhold Discussion of SUDEP
through a SUDEP experience, the argument has
Logistical and emotional barriers exist that prevent been compellingly made that it is far better to have
a productive discussion of SUDEP. In a survey of understood this is a possibility as compared to
American and Canadian adult and child neurologists, learning about it in the aftermath of a devastating
respondents mentioned several barriers, including event (Stevenson and Stanton, 2014; Gayatri et al.,
the patient being at low risk, no proven way to 2010). The issue arises whether this applies a priori to
prevent SUDEP, concern that it would negatively the new onset patient and family. Yet, neurologists may
affect patients, not yet established
be exhibiting overly paternalistic
a trusting relationship with the
bias when deciding to withhold the
patient, in sufficient time in clinic,
discussion for fear of malfeasance,
The frequency
and lack of adequate, high-yield
and thus the argument exists to
information (Friedman et al., 2014).
discuss this universally at the time of
of this situation
diagnosis. In that case, it becomes
The inability to prevent SUDEP,
the province of the clinician to
belies its ethical
especially in the new onset patient
gauge the risk of that particular
complexity and
with minimal if any risk of the
patient and couch the discussion
occurrence, leaves neurologists
accordingly.
difficulty in actual
wondering why or how the patient
or family may benefit from knowing
Overall, universal discussion of
clinical practice.
about it. An additional counterSUDEP may be beneficial because
incentive is that the discussion may
some evidence sugges t s that
not be feasible given the strict amounts of time allowed families and young adult patients want to hear about
for visits in some clinics. There is also a knowledge it (even if they do initially feel stress or apprehension),
and resource gap. Survey data demonstrates that may ”discover” it on the Internet (or elsewhere), and
neurologists who treat more patients with epilepsy deserve a full understanding of the disease process.
per year are more likely to discuss SUDEP compared Some potentially modifiable risk factors for SUDEP
to neurologists who treated fewer epilepsy patients may be important for patients and families to know
(Friedman et al., 2014). Actual realization of more to help reduce mortality (medication compliance,
consistent SUDEP disclosure will likely require a culture prone sleeping position), especially once the rationale
shift that ensures adequate knowledge of SUDEP and is understood.
its risk factors among neurologists as well as clinical
management support to facilitate and encourage such
discussions. This should arguably include research Reconciling the Different Arguments
demonstrating that truly no harm, or the most minimal Differing viewpoints have been published regarding
amount, is committed in the process of the SUDEP the universal disclosure of SUDEP in neurological
discussion.
practice (Brodie and Holmes, 2008). At least in
Australian law, neurologists are not found negligent
The Argument to Discuss SUDEP Selectively
for avoiding a discussion of SUDEP (Beran, 2014).
It would seem reasonable to initiate the SUDEP Yet, the ethical dilemma is in a state of flux, and new
discussion in patients showing several risk factors for information is emerging about risk factors, potential
SUDEP, in contrast to the clinical scenario provided interventions, and family reactions. It is plausible that

“
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the discussion could lead to more harm than benefit,
but it is also recognized that patients have ready access
to information on SUDEP, and discovering its existence
on the Internet seems less preferable than a guided
discussion. The burden of initiating the discussion falls
on the physician, who is more likely to raise this than
families, even for those that are interested if not gravely
concerned about it. There has been an increasing call
for physicians to educate about risks in low-incidence
adverse outcomes (Palmboom et al., 2007).
More studies and information on physician and
patient/family communication about SUDEP is likely
to occur over the next decade, and it would behoove
the practicing neurologist to keep several ethical
questions in mind. Scientific research may be highly
focused on answering specific research questions,
but the practitioner must decide on the applicability
of those questions on the situation at hand. Does
the study population match the patient and family
in question? Is the discussion feasible in the current
clinical environment, or is it better suited for a followup visit, the time of which to be determined based on
issues such as the clinical course, diagnostic findings,
and compliance factors? If research demonstrates
that a plurality of patients and families would prefer
to hear the information, does the clinician apply a
rule of disclosure to the newly diagnosed patient
universally without concern for other factors, from
risk stratification to a family’s level of tolerance,
adaptability, and coping? The practicing neurologist
can keep several ethical principles in mind to assimilate
the ever-increasing new information and decide how
best to approach this:
Beneficence vs. Nonmaleficence
Trying to maximize the patient’s benefit and minimize
harm comes naturally to most physicians. It may be
helpful to remember that patients are heterogeneous,
and keeping the individual patient’s personal and
social set ting in context could guide the most
appropriate action in a particular situation.
Autonomy vs. Paternalism
For children, parents act as the surrogate decision
makers. As children age, they begin to gain comfort
in the process of assent and then should be able to
consent upon reaching the legal age of majority.
Parents and doctors may both have their own personal
biases separate from the patient. The physician must
acknowledge and respect the autonomy of the parents
to make those decisions for the patient, along with
the patient’s input if the patient is cognitively mature
enough to participate in assent. However, the physician
can also exercise judgment about what is necessarily
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helpful or harmful for families and tailor the discussion
to suit the patient’s individual needs in the appropriate
sociocultural context.

Case Resolution

In the case posed at the outset of this discussion, the
mother has initiated a question relevant to mortality
in a very low risk setting for SUDEP. It would be most
appropriate to guide a calm and rational discussion
defining SUDEP and couching it in terms of the risk
for this child, which would at most be 1 in 4500 of
occurrence, or in contrast, 1 in at least 4499 of not
occurring. It is sometimes helpful to contextualize the
answer, even stating the risk of SUDEP occurring is less
than the risk of death from a car accident, yet we make
the decision to drive as a way of life without dwelling
on this decision to the point of distress. Following a
clear discussion where all questions are addressed
appropriately, Mia’s parents report less anxiety now
that they have better perspective.

Conclusion

The frequency of this situation belies its ethical
complexity and difficulty in actual clinical practice. The
SUDEP discussion is challenging, especially in newly
diagnosed patients who have had neither a chance
to adapt to the diagnosis or develop a sustained
relationship with the neurologist. Neurologists should
keep an open mind about the desires of patients and
families, remembering that patients and families may
make different choices than neurologists would and
be respectful of their decisions. A balanced discussion
of risk, while informing families about SUDEP, places
the information in context and allows for the palatable
disclosure that is an intrinsic component of clinical
medicine.
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Ethical Issues in Genetics Research
Ethical Issues
in Genetics Research
Douglas S. Diekema

Children are important participants in genetic research,
and IRBs are increasingly faced with the difficult questions
that arise with research involving genetics, especially when
children are involved. The human subjects issues raised by
genetic research are not necessarily different from those
raised by other kinds of research, but they present in different
ways and may prove more challenging to manage. In one
sense, the human genome is simply a rich database of
personal information, similar to a patient’s medical record.
Issues of privacy, confidentiality, informed consent, and return
of results remain the primary issues that IRBs must tackle when
confronted with protocols involving genetic information.
To illustrate some of the complexities raised by genetic
research, I would like to begin with a case study. Beginning
in 1990, investigators at Arizona State University (ASU)
collected more than 200 blood samples from members of
the Havasupai tribe in an effort to describe genetic variants
that might contribute to the increased incidence of diabetes
among tribe members. [1] Over the course of the following 10
years, those “banked” blood samples were also used by other
investigators from a number of diverse disciplines to examine
DNA variants linked to schizophrenia, alcoholism, metabolic
disorders, and the geographic and anthropologic origins of
the Havasupai people. [2] This work resulted in more than 20
academic papers, including several that might be considered
stigmatizing for members of the tribe (links to alcoholism
and schizophrenia and one study that suggested high rates
of inbreeding. [3,4] Particularly vexing to tribal leaders was
a paper using DNA analysis to suggest that the Havasupai
ancestors had crossed the Bering Strait and migrated from
Asia. This “story” told by their blood directly contradicted the
story told by tribe elders that taught that the Havasupai had
originated in the canyon in which they lived and had been
appointed as its guardian. [2] The schizophrenia studies may
have been performed despite knowing that such studies
would offend the Havasupai. ASU Anthropology professor
John Martin recruited Dr. Markow to do the genetic research.
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When she asked if the project could be expanded to
include schizophrenia, one of her research interests,
he informed her the Havasupai would likely not be
interested. According to court records, Markow
nonetheless prepared a grant application to study
schizophrenia, and the grant was approved. [5]
It is worth noting that most IRBs would have categorized
all of the research involving blood samples collected
from the Havasupai people as minimal risk, and while
the original study required IRB review, it probably
qualified for expedited review under the federal
regulations. Furthermore, it is very possible that some
or most of the follow-up studies could have been
performed under an exempt determination, since
they used existing specimens, as long as the data was
recorded in such a manner that subjects could not be
identified directly or through identifiers linked to the
subjects.
Despite the “minimal risk” nature of the study, however,
it raised significant ethical concerns. First, the original
consent process was likely inadequate. [1,2,6] Whether
those providing consent were meaningfully informed
about how their blood would be used and that it would
be banked is disputed. [5,6] Many tribe members had
not graduated from high school and English was not
their first language, raising questions about how
well individuals understood what they were being
asked. [7] It is doubtful that any of them understood
the kind of information that might be obtained from
DNA samples extracted from their blood. The consent
process also did not cover the specific future uses of
the blood samples, though it did refer to the intention
“to study the causes of behavioral/medical disorders.”
Second, while the study may have been considered
minimal risk, published results did significant harm to
the community and it’s members through stigma and
the disruption of tribal beliefs. [8]
Defenders of the study point out that some of the
research performed was important to understanding
health problems that existed within the tribe, and that
data from published surveys reveal that many people
have no problem with their existing specimens being
used for any scientific purpose. They also argue that
setting too high a bar for consent to the use of DNA,
tissue, blood, and data will ultimately interfere with
important research. While that may all be true, it is
also important that research be performed in a way
that minimizes risk, and that responsibility is one of
the primary roles of the IRB.
As IRBs consider protocols that involve the use of
genetic information, they must be aware of the

potential issues that can arise in genetic research.
While I do not have time and space to provide a
comprehensive examination of these issues, I would
like to highlight some of the important considerations
that IRBs should be discussing.

Family Studies

Family-based studies typically begin with identification
of an index case. Enrollment of other family members is
often of importance in addressing research questions,
and it is usually accomplished through the assistance
of the index case patient or the patient’s parent in
contacting relatives or releasing contact information
to investigators. Family studies pose risks of loss of
privacy and coercion. The risk to privacy is more likely
and potentially more harmful than in other kinds of
studies, since enrollment of family members may lead
to unwanted disclosure of personal information about
one family member to others within the family. For
rare disorders, especially those with recognizable
manifestations, just the publication of a family
pedigree may increase the identifiability of family
members to others. Finally, in genetic studies it is not
uncommon for matters unrelated to the disease under
study to be inadvertently discovered and disclosed—
for example, the disclosure of misassigned paternity.
Family members may also find the recruitment process
intrusive and awkward. Because recruitment often
involves identifiable family members, the potential for
coercion becomes a real possibility. Family members
already enrolled in the study may wish to ensure full
participation of all family members and pressure
relatives to enroll, or may allow the researcher
to contact relatives they know to be reluctant to
participate. It may be difficult in some families to assure
that the identity of those members who choose not to
participate remain unknown to the rest of the family.
Learning that some members did not participate
may cause strain on what had previously been good
relationships within the family, with the dissent of
individuals being perceived as a sign of disloyalty or
lack of concern. Minors, in particular, may feel less free
to dissent in the face of family or parental pressure. [9]

Large Population Studies and Data/Tissue
Banks

Several ethical concerns exist for participants enrolled
in large population studies, and these studies must
include appropriate procedures for informed consent
and privacy protection. The value of large data
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The Havasupai people beame aware of the genetics research being done with their blood when Carletta Tilousi, a member
Havasupai tribe and former Arizona State University student, attended a presentation by one of Dr. Markow’s students. Tilousi
has been active in defending tribal rights and played a pivotal role in the lawsuit that followed.

repositories is that they allow the linkage of genetic
data with other health-related data in an ongoing
manner. When these repositories are created, the
specific questions they might be used to address
are frequently unknown or undefined and will evolve
with time. Obtaining consent that allows participants
to understand how their data will be used can be
extremely difficult, as illustrated by the Havasupai
studies.

ongoing collec tion is not occurring, periodic
consent poses significant disadvantages because
of the administrative burdens and costs involved in
tracking and contacting participants for a re-consent
conference. Thus, blanket consent, where the
participants are informed that potential future uses
of their specimens and data may encompass a broad
array of topics and studies that cannot be further
specified has become more commonly used. IRBs must
be aware that while this method
Two general approaches to
may be the only practicable way
while the study may to allow the use of repository data
informed consent have been
sugges ted for the bank ing
in some cases, it must rely on less
have been considered than fully informed consent from
of genetic samples for future
use: periodic re-consent and
participants. [10] The nature of this
minimal risk,
“blanket consent.” Periodic reproblem was vividly illustrated
consent allows the participant
by the studies performed using
published results did
or her surrogate to be updated
Havasupai blood. Mello and
regarding specific uses of the
Wolf have suggested a model of
significant harm...
data within the database as they
blanket consent called “tiered”
arise. This process has the further
consent which allows participants
advantage of allowing pediatric patients to participate to choose from several options at the time samples
more fully in the assent and consent process, as they are collected. This would allow a par ticipant to
grow older, and to provide a legally valid consent decide whether to provide general permission for
upon reaching the age of consent. Periodic consent any future use, permission only for future uses related
is most practicable in situations where the research to the original study topic, or a requirement that the
plan involves the ongoing collection of additional participant be re-approached for specific consent for
data from enrolled participants. For data repositories any future use different from the original study or study
derived from large numbers of participants where topic. [11] In any case, any form of broad consent should

“
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include as much detail as possible about potential
future research or commercial use, the possible
risks that may arise from any future research, and the
mechanism for review of any future research use. [12]
Importantly, blanket or tiered consent from parents
on behalf of minors poses a very difficult problem in
that the consent effectively “expires” when the child
turns 18. Certainly for data that remains identifiable, a
mechanism for obtaining the consent of minors when
they become legal adults must be considered. For
participants who cannot be reached after turning 18,
it may be reasonable to seek a waiver of consent from
the institutional review board. [13]
The protection of data confidentiality is essential for
large data sets. The information in data sets containing
linked records that combine genome sequence data,
health records, demographics, and other potentially
sensitive information must be carefully protected from
unauthorized disclosures, and IRBs should assure that
the protections are adequate.
When sufficient information is collected, identification
may be possible from the combination of data
elements describing a particular research participant,
even when identifiers are appropriately coded and
protected. [14] If substantial amounts of individual
genome sequence are included in a database, a
participant could theoretically be identifiable on the
basis of the sequence data alone, through matching
with a second comparative sample. While the extent
of risk for these kinds of potential disclosures currently
seems quite small, the risk could increase in the
future. Consent forms should include these risks, and
participants enrolled as minors should be informed
about these possibilities and potential risks when they
become adults. IRBs should carefully consider whether
participants will be allowed to have their samples and
data withdrawn from a repository. If possible, there
should be a mechanism for withdrawal, and when not
possible, the consent form should clearly state that
this is not an option.

Socially Identifiable Populations

The research studies performed with specimens
collected form the Havasupai tribe members illustrate
risks inherent in studying members from small, readily
identifiable populations. These unique risks include:
1. Research findings may create unintended
harms to the ethnic, religious, and social wellbeing of individuals within socially identifiable
or isolated communities. Studies suggesting

higher rates of inbreeding and exploring the
geographic origins are two examples of this
kind of potential harm.
2. Research involving socially identifiable
populations creates the potential for
individual and group s tigma: Genetic
studies that identify genetic predispositions
in a certain ethnic group, for example, may
reinforce negative stereot ypes, create
misconceptions about people belonging to
those groups, and impact marital, adoption,
and child-custody opportunities. This is
particularly true for genetic risks related to
psychiatric problems or undesirable and
criminal behaviors.
3. Individuals belonging to a group with a
predisposition to certain genetic traits may
be discriminated against because of group
membership, leading others to attribute
certain traits to the individual simply because
of their membership in the group
4. St udy f indings that ident i f y genet ic
predispositions within the communit y,
particularly if they represent stigmatizing
conditions can lead to intra-community
discord over participation in or support for
the research by select members within the
group.
Research per for med on readily identif iable
populations can cause significant harm both to
that population and individuals who belong to that
population. Traditional forms of individual consent
fail to protect against many of these harms, in part
because of the focus on individual risks and benefits.
Research designed to answer questions about readily
identifiable populations should trigger a review
of potential group harms, and strongly consider
involvement of community members or leadership in
the review of these projects.

Return of Results of Genetic Studies

The return of results obtained in a research study
is a contentious issue, especially when children are
involved. [15,16,17,18] IRBs must consider these issues
prospectively and assist investigators in creating
a plan for return of genetic (and other) results. The
return of results is complicated by the fact that many
genetic results are of uncertain significance, involve
probabilistic determinations of risk, and may not be
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clinically actionable. The issues to be considered in
creating a plan for return of results include:
Return of results should be strongly considered
if results are scientifically valid and reliable, have
health implications for the individual, and could
inform the use of some intervention that might
improve the health outcome of the individual.
For any result that is clinically actionable, the
result should be confirmed in a lab that is CLIA
certified prior to release of results to a patient
or parent.
In situations where family members or the
research participant may also be affected by
a clinically actionable health condition, the
investigator should inform the participant
of this fac t and advise them to relay the
information to those family members with the
recommendation that they also get tested.
Individual results not scientifically validated
or replicated should not be released to
participants.
Results that do not have health implications, or
would not inform the use of some intervention
to improve the health outcome of the individual,
require more careful consideration by IRBs
regarding if, and how, results will be released
to participants. This is particularly true when the
participants are children. In situations involving
children, disclosure of results that do not lead
to changes in the care of the child potentially
interfere with that child’s future right to decide
about what they wish to know. As a general rule,
individual results should be shared with a young
child’s parent only when they are scientifically
valid and reliable, have health implications for
the child, and could inform the use of some
intervention that might improve the health
outcome of the child. Older adolescents may
be capable of sufficient understanding that
exceptions can be made to this rule with the
assent of the adolescent.
The process of sharing genetic results with participants
in the research should involve professionals with
the necessary expertise required to adequately
communicate the meaning of the results and any
health implications. [19]
The process of sharing genetic result s with
participants from cultures that differ from those of
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the investigators should include a consideration
of whether those cultural differences might have
implications for obtaining consent, handling sensitive
or taboo subjects, and honoring family structures and
dynamics. Consultation with representatives of such
communities may be appropriate when creating a
process for disclosure of genetic results. [20]
IRBs should review and approve any plan to return
results to participants. [21]
The consent form should be very clear about
any plan for return of results (or intent not to
return them)
A mechanism should exist for reviewing whether
unanticipated results of potential medical
importance should be shared with participants.
The focus of these decisions should be on the
welfare of the participant

Conclusion

None of the ethical concerns that arise in pediatric
genetic research are unique. However, cer tain
concerns are more common in genetic research
because of the study designs used for gene discovery.
In addition, the power often accorded to genetic
information in our society generates additional
concern when a research study involves collection of
genetic information. Issues of privacy, confidentiality,
informed consent, and return of results represent the
primary ethical concerns that IRBs and investigators
must struggle with in designing and reviewing studies
involving the use of genetic information.
The Havasupai tribe remained largely unaware of how
their blood samples were being used until Carletta
Tilousi, a member of the tribe who was a student
at Arizona State University, attended a research
presentation and asked whether permission had been
obtained to use the blood samples for purposes other
than diabetes research. [22] Ultimately, a lawsuit was
filed against the university. The case was eventually
settled and included monetary compensation, an
apology, and the return of blood samples so that they
could be properly buried. Carletta Tilousi told Amy
Harmon of The New York Times in 2010:
“I’m not against scientific research. I just
want it to be done right. They used our blood
for all these studies, people got degrees
and grants, and they never asked our
permission.” [23]
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Ethical and clinical aspects of BRCA 1 / 2 mutations testing in children and adolescents
Tomas Jose Silber
ABSTRACT
In 1995, two professional medical societies concluded genetic studies in
minors should not be done unless those studies contribute to diagnosis of
a treatable disease. The American Academy of Pediatrics reached the same
conclusion in 2001, and reiterated it in 2013. However, a new phenomenon
is currently emerging: many young women with positive BRCA mothers
are requesting the test, and positions have softened with the recognition
that some exceptions can be justified. One such case is presented and
discussed. The value of testing minors for the mutation will be considered
in light of the value to BRCA positive parents and the professionals they
see, perhaps eventually providing a more solid basis to the current majority
recommendations, or leading to their modification.

Introduction

Hereditary genetic mutations predisposing to breast
cancer were identified by the end of the 20 th century.
[1] Females with a BRCA 1/ 2 mutation have a 37%
to 85% risk of developing breast cancer and a 15%
to 41% lifetime risk for developing ovarian cancer. [2]
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BRCA 1/ 2 mutations occur only in 10% of women with
breast or ovarian cancer. [3] Hence, the vast majority of
women with a family history of breast cancer will not
have such mutations. Nevertheless, it is only natural
for these women to be concerned about the possibility
of having a hereditary predisposition to breast cancer.

BRCA Testing in Children and Adolescents

Those women who are eventually found to have the
BRCA 1 or BRCA 2 mutation, if they have children,
daughters in particular may subsequently develop a
growing concern about whether or not their children
too are carriers of the mutation. Like their BRCA 1/
2 positive parent, both sons and daughters with the
mutation have a 50% chance of transmitting it to their
own offspring. Eventually, girls with the mutation may
have to consider the possibility of having prophylactic
oophorectomy and mastectomies. The case for sons
with BRCA 1/ 2 mutation is different, as prophylactic
prostatectomy is not recommended and, while they
are also at risk of breast cancer, breast palpation in
males is easily accessible.

that perhaps she neither wanted, nor for which she
might have been prepared. I informed her that not
only were these my thoughts, but that they were also
the recommendations of most medical societies. After
a thoughtful conversation Ruth nodded, and the visit
ended with Jean’s physical and the application of her
last HPV vaccine.

Information about the consequences of learning
about having a BRCA mutation in adult women
reveals their ability to adapt to a painful reality. [4,5] A
longitudinal study clearly showed that adult women
at risk clearly benefit from the test. [6] It is therefore
important to let mothers with familial breast cancer
know that they could benefit substantially from genetic
counseling, and share their concerns with the medical
professional who knows them best. As time goes by,
not unexpectedly, many mothers with BRCA 1/ 2
mutation will be getting restless and so distraught
about their daughters future, that they will reach the
point of soliciting tested for the mutations on behalf
of their minor daughters.

Dr X, I think all the time about everything
we talked about–the test for Jean–and I have
even talked about it with Jean’s estranged,
alcoholic father. We decided together to
talk with Jean about it. As a matter of fact,
we talked a lot. Jean knows that I will soon
die, and I keep thinking of the possibility that
in some distant future, she may receive the
bad news of having the BRCA 1 mutation like
me—and that by then I will no longer be there
to console, guide, and support her. I worry
all the time about how bad she would feel
without me, and I beg you to order the study.

Case Presentation

To illustrate the special ethical concerns involved in the
testing for BRCA 1/ 2 mutation in adolescence, I will
present a case of my practice of adolescent medicine
that I will never forget:
Ruth, a sick-looking, 50-year-old divorced teacher, took
her 16 year-old daughter to my office and stated: “I want
you to keep seeing Jean when I’m not here anymore.”
With that, I saw mother and daughter separately, which
is my practice on a first visit. The poor woman then
revealed to me that she had a BRCA 1 mutation, was
diagnosed with metastatic breast cancer, and had little
time left to live. She was now attuned to the task of
dealing with the educational, medical, and financial
needs of her only daughter. Within that context, she
asked me what I thought about Jean, her 15-year-old
daughter, getting the genetic test. I explained to her
the reasons for not doing the testing, such as: it has no
practical or advisable application during adolescence,
and that it would take away from her daughter the
possibility of making a free and autonomous decision
as an adult, condemning Jean to possess a knowledge

Two months later Ruth requested another office visit.
Now Ruth was very weak, dyspneic, and exhausted.
Again, she requested that Jean be tested. After she
saw my reluctance, she became weepy and crestfallen.
Following a moment of poignant silence, with the
scarce strength she had left she passionately told me:

I then asked Jean to join us. She faced me and with a
trembling voice, said, “Doctor, I know what my mother
has been asking you. I also want to take the test.”
Before narrating my response to this poignant request
and its aftermath, I will present a brief review of the
issues involved in the predictive genetic testing of
minors, familial communication about BRCA 1/ 2,
what little is known about the response to learning
about carrying the mutation in young adults, the
closest comparable group to adolescents, and
the recommendations from scientific groups and
academic societies on the genetic testing of minors.
An alert: there is a scientific fact about the interpretation
of genetic screening that needs to be understood by
both professionals and parents before addressing the
issue of a BRCA 1/ 2 genetic studies during childhood
or adolescence. It is the fact that while the intention of
testing is to end uncertainty, sometimes that will not
be possible to achieve because the test results can be
indeterminate, with genetic variants not classified and
of unknown prognosis. [7]
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BRCA 1/ 2 genetic testing of minors

There is consensus that for adult women with a history
of breast cancer in their family, the request for a genetic
evaluation is reasonable and advisable, especially for
high-risk groups such as Jews of Ashkenazi origin. This
consensus does not extend to underage daughters.
Genetic counseling is recommended for those adult
patients because it can contribute to informed
decision-making. Ideally, this should educate patients
in advance to the potential benefits, risks, and
limitations of the genetic test. All this is stressful for
any adult, and it does not require much imagination
to intuit how difficult it would be for adolescents to
integrate the same information as they begin their
development towards becoming young women.
Often the maternal concern about whether to request
the study for a minor does not even reach the doctor:
the existence of hereditary breast and ovarian cancers
is known by most of the population, and many
respond to the invitation to “take the test” promoted
commercially. This tendency to bypass clinicians is
certainly facilitated by the Internet. Moreover, the
recent decision of the United States Supreme Court
against allowing the patenting of genes will most
likely lead to further decrease the cost of the genetic
studies, making BRCA 1/ 2 testing more and more
accessible without a physician’s input. [8]
Fortunately, many of the mothers who have the
mutation still ask for a professional’s opinion about
the BRCA 1/ 2 test for their teenage daughters, and
even their young girls. The physician nevertheless now
must also be proactive, and be prepared to anticipate
the independent maternal explorations of the issue,
as well as the questions that may arise.
What follows is a review of: a) studies of breast
cancer related communications between mothers
and daughters, with emphasis on BRCA disclosure;
b) the scant research of the consequences of learning
about being a BRCA 1/ 2 mutation carrier in young
adults; and c) information about the various medical
societies position on testing minors for BRCA 1/ 2,
expressing various viewpoints that can inform the
medical practitioner. [9,10,11,12,13,14]

Familial Communication

Both the sons and daughters of a father or mother
with the mutation BRCA1 or BRCA2 have a 50% risk of
having inherited the mutation, which raises the issue
of when and how parents communicate their history
to their offspring. To begin with, it is of interest to
note that a component of the maternal motivation to
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get tested is often a concern about their daughters’
possible inheritance of a predisposition to cancer.
[15,16] A few studies have examined various aspects
of familial communication about the mutation. [17,18,1
9,20,21,22,23,24,25,26,27] Most parents thought it would
possible to transmit the information in a positive way.
However there was also a degree of ambivalence,
given that many doubted that it was appropriate to talk
about it with their children. The researchers concluded
that couples receiving information about hereditary
cancers do not have sufficient support to help them
communicate the genetic risk to their asymptomatic
daughters, and that it would be useful to include such
a service at the time of the genetic study.
The consequences of learning about having a BRCA 1/
2 mutation in adolescence. As a clinician considering
the appropriateness of testing adolescents, I think of
the following theoretical consequences:
As adolescents process information about
carrying the mutation, they may begin early
in life to have the disquieting experience
of “The Sword of Damocles,” a debilitating
anticipatory anxiety and uncertainty long
before the danger of cancer becomes real.
The emotional burden of knowing one is a
carrier may perhaps be overwhelming for
many, for example the youthful enthusiasm
about developing breasts and feeling
their erotic power, could be dampened or
suppressed by thoughts of potential surgery,
mutilation, and death.
The knowledge could affect self-esteem as
they may view themselves as carrying a dark
secret, or worse, of being defective.
Challenging this view is a proposal that if this
information were provided to children, it would
become a natural part of their identity without the
upheaval that this would create in adolescence and
later in life. [28]
The truth is that there is not much evidence-based
knowledge about the potential risks and/or benefits
of adolescent testing for BRCA 1/ 2. [29] There are no
studies of children and adolescents who undergo
BRCA testing, but there are studies about adolescents
who learn about the BRCA 1/ 2 mutations of their
mothers. A prototypical study addressing specifically
what happens to children who have a BRCA 1/ 2
mutation parent, is the multicenter study, Lessons in
Epidemiology and Genetics of Adult Cancer in Youth
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(LEGACY) showing that already 38% of children 10
to 13 year-old girls thought that they were at risk for
breast cancer and had a higher level of breast cancer
specific distress than their peers. [30]
A medical note of caution: a cohort study suggests that
exposure to mammography irradiation done before
age 30 is associated with an increased risk of breast
cancer. [30] Thus, the researchers recommended
the use of magnetic resonance imaging (MRI) for
young women with the BRCA1/BRCA2 mutation.
This study awaits replication. In the meantime, the
recommendations of the American Cancer Society
on the use of MRI continue to stand. [31]
It has also been proposed that those women
diagnosed with breast cancer at a very young age
would benefit from a genetic study that should include
BRCA1/ 2 and TP53, for the possibility of diagnosing
the Li-Freemen syndrome. [32]

The consequences of learning about having
a BRCA 1/ 2 mutation in young adults

A new phenomenon is currently emerging: many young
women with positive BRCA mothers are requesting the
test. [33,34,35,36,37,38,39] The lack of information on the
outcome of disclosure to teenagers inclines towards
studying the experience of these young adults.
Although one cannot extrapolate their experience
to that of a teenager, it may provide approximate
information about what a mature adolescent’s
response might be like. Here are some facts:
A study of women between the ages of 18 and
25, found that there are a variety of pathways that
lead young woman to the genetic counselor. The
researchers noticed for instance that in many cases it
was family pressure that had led them to the interview,
raising the possibility of interference with autonomous
decision-making. [33]
In a survey of women and men of reproductive age,
with the mutation, but without cancer, (n = 605), one
third responded that when planning a pregnancy
they would be willing to request a preimplantation
genetic diagnosis, and half were willing to undergo
a prenatal diagnosis, yet only a little more than 10%
would be willing to abort a fetus with the mutation.
Most respondents thought the information about the
possibility of a genetic preimplantation diagnosis, and
of a prenatal study, should be compulsory information
when the results of the genetic study are received. [37]
This suggests that a portion of the population would

consider doing the genetic study of their sons and
daughters even before they were born.
To understand the experiences of young adults with
the mutation, a qualitative investigation analyzed
detailed interviews (n = 32) and found that some
were already contemplating mastectomy before the
age of 25 and all counted on the emotional support
and financial assistance of their parents. [35] The
researchers’ conclusion was that young adults had
the ability to choose to take the test autonomously,
to fully understand and act on the basis of genetic
information, and to make autonomous decisions.
Another qualitative study of 18 to 39 year olds with
the mutation (n = 44) showed that those who were
not married were anxious about disclosure of their
condition to a boyfriend, those who already had
children saw as their priority to stay alive for them,
and those who had no children expressed an urgent
desire to have them. [36] Unfortunately, some of
these women were already diagnosed with cancer
(the youngest was 24 years old). The knowledge
of the mutation influenced their decision to have a
bilateral mastectomy. The researcher’s conclusion
was that it is necessary for clinicians to be alert to the
psychosocial dimension, especially as it relates to
couple relationships and to reproduction.
Researchers at the National Cancer Institute also
conducted an investigation to improve knowledge
about the experience of women diagnosed with
the mutation at an early age. They found that the
relationship between risk perception and decisionmaking were strongly influenced by non-oncological
components. This related to how they were fulfilling the
tasks of young adulthood, such as differentiating from
the family of origin, becoming a couple, and forming
a family. [34] The conclusion was that understanding
of these underlying dynamics can help professionals
provide appropriate counseling and support to the
high-risk young women struggling to maintain a
balance between the legitimate need to reduce risk
and the desire to lead a normal life.
Other studies confirmed the wide range of young
women’s concerns and interests. These include
themes ranging from concerns regarding the use of
contraceptives to the future use of preimplantation
genetic study. [38,39]
The conclusion of all researchers was that counseling
by competent professionals can be helpful to provide
young women with information appropriate to their
age and needs.

BRCA Testing in Children and Adolescents

Pediatric Ethicscope 65

The private sector response to the growing public interest in “at home” genetic testing has been swift. Numerous companies
now offer at-home testing, as illustrated by the selection of examples above. Such products raise the further ethical issue of
interpretation of results, which in the health care setting typically involve a genetics counselor or geneticist.

Recommendations on genetic
testing of minors

Medical organizations have paid attention to this
issue. The first to do so, in 1995, was the American
Society of Human Genetics and the American College
of Medical Genetics, categorically opposing genetic
studies in minors unless they contribute to diagnosis
of a treatable disease that may occur before obtaining
the age of majority. [9] The American Academy of
Pediatrics in 2001 reached the same conclusion. [10]
In 2009, considerations were published from the
European perspective. [11] More recently, in 2013,
the American Academy of Pediatrics (AAP) and the
American College of Medical Genetics and Genomics
have published their recommendations regarding
the ethics of genetic tests of minors and reiterated
that they recommend testing only when this can
be beneficial for children during their childhood or
adolescence. [12] This position was softened with
recognition that some exceptions to this rule can be
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justified. [12] A strong dissenting view was developed
in 2013 by the American College of Medical Genetics
(ACMG), recommending instead to disclose incidental
findings in clinical exome and genome sequencing. [14]
In 2013, the ACGM Policy Statement was addressed in
a technical report. [13]

Discussion

Considering everything reviewed so far, it should
be noted that there are no studies of children and
adolescents who were tested for the mutation,
probably due to professional opposition to such
testing. However, since many children, like my
patient Jean, do get tested, it is desirable to pursue
prospective studies of those adolescents that undergo
genetic testing–despite the recommendations
against this, and compare them to a control group
that postpones the study until adulthood. The data
obtained could be of great value to BRCA positive
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parents and the professionals they see, and eventually
will either provide a more solid basis to the current
majority recommendations, or in effect, lead to their
modification. In the meantime, some reassuring data
suggest that adolescents who receive genetic risk
information suffer less damage than anticipated,
have considerable resilience, and possess the ability
to incorporate such risks into their self-concept and
life plans. [40]

during their adolescence fall within the category
of elective procedures. Therefore, testing requires
not only the permission of the parents but also of
the assent of the adolescent. If an adolescent is not
interested in having a genetic study for a disease that
will take decades to present, that decision should be
accepted as definitive, and the genetic diagnostic
testing should not proceed.

I propose that while the recommendations against
testing minors should stand until more is known, it is
nevertheless possible to consider ethically permissible
the genetic predictive study of minors under certain
conditions, for instance, if the circumstances point to
the decision being congruent with the “best interest of
the child.” [41] This implies that parents could consider
not only the medical aspect, but also the possible
psychosocial benefits for both the girl and the family.
This recognition of the possibility of extending the
considerations beyond the medical indications
recognizes the deference traditionally given to the
parents to determine how they raise their children. [42]

Dénouement

The Americ an Societ y for Human Genetic s,
contemplating this possibility, in its guide states that
when there are doubts about the benefit of the genetic
study, it is acceptable under certain circumstances to
do the study in adolescents with decision-making
capacity. [9] However, there needs to be an ethical
justification as being “a substantial psychosocial
benefit for the competent adolescent.” [9] Others also
recommend taking into account the parental opinion
and contribution to decision-making. [43] The opinion
of pediatric ethicists about prospective genetic study
of adolescents is divided, with the majority inclined to
recommend the postponement until adulthood, but
some clear dissent has been voiced. [14] Increasingly
parents and providers of medical care for adolescents
are contemplating the possibility that BRCA testing
should be available to mature adolescents. [44,45,46]

Conclusion

It is possible that over time this debate will be a
moot point, as the advancements of comprehensive
genomic testing may make the current standards
unsustainable. [47] There is also incongruence about
telling asymptomatic children of the risk of adult
onset disease in the family, but not testing for it. [48]
Analytical reviews of the ethical arguments in the
debate describe them as unpersuasive in the absence
of evidence. [49,50]
Finally, it is important to remember to ask for the
adolescent’s assent. Predictive genetic studies of
adolescents who would not develop the disease

Mother, daughter, and I talked some more and
concluded that in Jane’s case, the benefit of the
potential counseling and maternal suppor t was
greater than the possible damage caused by a
premature revelation of the risk of hereditary cancer.
Jean proceeded to take the test, and it was negative
for the BRCA mutations. Two weeks later, her mother
died. The last time I saw Jean was during a break in
her studies (genetics), when she came to see me for
her first gynecological exam. When she left she said,
“Thanks for listening.”

Clinicians confronting a situation like the one
I experienced with Jean need to balance their
knowledge of the family with the recommendations
of the professional associations, including the
knowledge of their weakness and contradictions. This
also requires one to stay attuned to the information
generated by ongoing research. My own assessment
is that we are condemned to think through our own
decisions and recommendations. Here is what I offer:
1. Today, there are numerous families with
a member with hereditar y cancer who
obtain genetic studies for their adolescent
daughters directly, without the intervention
of a physician. Whenever clinicians first learn
about a parent with a BRCA mutation, they
need to speak proactively about the subject
of the children, focusing on the issue of
whether, when and how to best manage the
revelation. This includes the information that
screening mammography in BRCA 1/2 needs
to be started at age 25.
2. In all cases, regardless of whether or not the
genetic study of the young person is done,
the psychosocial and familiar aspect of the
situation should be explored, and counseling
provided taking into account the process of
adolescent development
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3. Professionals need to be aware of most
academic and professional recommendations
about predictive genetic tests for adolescents
with possible late-onset diseases (af ter
adolescence is completed), which express
opposition to such studies. Parents should
also be told about the reasons for these
recommendations: removing the child from
the possibility of making an autonomous
decision when reaching adulthood
(foreclosed future), and the possibility of
emotional harm for those adolescents who
may not be prepared for such potentially
devastating Information.
4. However, any parental request for testing
must be listened to carefully because there
may indeed be situations that might actually
justify an exception to the rule. Moreover,
whenever the daughter is a mature adolescent
and requests the genetic study, this should
carry additional weight in favor of screening.

be complied with. Professionals should give
their unequivocal support to an adolescent’s
decision not to be tested in such situations.
Note: Genetic testing for breast cancer predisposition
gene mutations has now expanded well beyond BRCA1
and BRCA 2. This was not addressed in this article,
as it was not germane to the particular consultation
described.
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5. Finally, if the teenager does not want to have
the study that the parents request, she must
have the final word, and her decision must
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ABSTRACT
Since Henry Beecher’s 1966 revelation of the scandal at the Willowbrook
School, the ethics of biomedical research involving pediatric subjects has
never been the same. Throughout history, that conversation has moved
from access to protection only to return to access once more. The clear
and fruitful debate between Paul Ramsey and Richard McCormick in the
1970s was a forceful step toward punctuating that conversation. Today,
we require a vision still more careful and rational, combining the best of
prudent restriction and sensible permission to combat issues surrounding
the moral licitness of proxy consent to experimentation, the qualification
of pediatric assent to participation in research, and the quantification of
risks and benefits in the clinical context. To that end, this essay aims posits
the argument that there indeed exists a role, in certain cases, for double
effect reasoning as a method by which to justify non-therapeutic pediatric
research. Double effect reasoning in the research context may lend insight
into the benefits of fostering within the moral philosophical tradition a
refined understanding of what constitutes as morally normative for children
in the experimentation situation.
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I. Introduction

Bioethical debates over the inclusion of children in
non-therapeutic medical research are often preceded
by the actual invents that stimulate them. When
reported, however, the implications of such events are
typically distorted out of context regarding how and
when it may be morally permissible to include children
in experimentation. Rational analysis is inevitably
forced to the background while the astonishing abuses
assume front row [1]. Prima facie, abuses frequently
spark the emotional response that most, if not all,
related research must be prohibited. The argument
usually takes some manifestation of this form: Children
are unable to consent, and thus fully understand the
implications of the risks (and lack of benefits) involved
in sacrificing themselves for the “greater good”;
therefore, experimentation on those who cannot
consent to it, especially if it is non-therapeutic in
nature, should be morally prohibited.
In the latter half the twentieth century, one landmark
abuse, exposed by Henry Beecher, took command of
the debate over how to justify the inclusion of children
in medical research. The scandal concerned the
hepatitis experiments at the Willowbrook State School.
[2] Some seven years earlier, Beecher contended that
“there is no justification . . . for risking an injury to an
individual for the possible benefit to other people.
. . . The individual must not be subordinated to the
community. The community exists for man.” [3]
Beecher’s response to the research conducted at the
Willowbrook School sparked a decade-long debate
over the moral licitness of the research strategies
applied in the study [4] Saul Krugman, the study’s
primary investigator, found his means and intentions
beneficent. Since all children at Willowbrook would
eventually contract hepatitis within the institution,
a controlled study producing an effective a vaccine
would, in the end, prove of direct benefit to those
experimented upon.
Retrospective elation, however, does not de facto solve
moral problems. [1] Beecher would go on to argue—
deontologically—on behalf the intrinsic rightness of
actions in themselves: “An experiment is ethical or
not at its inception; it does not become ethical post
hoc—ends do not justify the means.” [5] The differences
in moral philosophy between Beecher and Krugman
underscore the nature of the paradox that concerns
us here: how to improve pediatric medical care by
studying the course of disease for the purpose of
warding off morbidity in the effort to promote health
and well-being while simultaneously protecting the
fragile moral status of inevitably vulnerable children.

[6] The question is thus raised over whether children,
as persons incapable of giving consent, should ever
be involved in biomedical research, particularly
when the research is non-therapeutic in nature. In the
middle and latter half of the 1970s, this question was
explicitly addressed in an eminently rational debate
between two bioethicists, Princeton’s Paul Ramsey and
Georgetown’s Richard McCormick.
That debate, and the need for a nuanced justification
of pediatric experimentation, frames the nucleus
of this essay, which moves in six parts. First, it will
address the nature of pediatric research. Here, I will
cite the history, in a broad and incomplete sweep, of
pediatric research to date, along with its movements
from access to protection and from protection
back to access. Second, it will address the nature
of non-therapeutic research with children. Here, I
will underscore the terms and conditions elemental
to pediatric experimentation, along with the ethical
revisions it would do well to assimilate. Third, it will
address informed consent as a particular moral issue
of primary significance in the debate. Here, I will
touch upon the ethics of proxy consent, along with
the notions of pediatric assent and dissent.
Fourth, it will synopsize the argument put forth by
Paul Ramsey against pediatric experimentation. Here,
I will emphasize the concept of the human person as
end, along with the ethics of protection over progress
inherent to his argument. Fifth, it will synopsize the
argument put forth by Richard McCormick in favor
of pediatric experimentation. Here, I will accent the
concept of natural law, along with the ethics of “ought”
as presumed consent inherent to his argument. Sixth, it
will propose a corrective vision and moral justification
of pediatric experimentation. Here, I will utilize the
theoretical conception of the principle of double
effect, along with its fourfold conditions as applied
to pediatric experimentation, to make the argument.
Finally, this essay will conclude by having successfully
posited the argument that there indeed exists a role, in
certain cases, for double effect reasoning as a method
by which to justify non-therapeutic pediatric research.

II. Pediatric Research

The modern history of medical experimentation in
the United Stated begins undoubtedly with Henry
Beecher’s 1966 New England Journal of Medicine
article “Ethics and Clinical Research.” [7, 8] Prior to
1966, children were experimented upon by virtue
of convenience. Researchers would often select
their own children, servants, or slaves to serve as
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subjects. Children were also recruited from outside
institutions, and came “cheaply,” as it were, because
they were viewed as expendable, commodious, and
lacking essential value. Hence, in the century prior
to 1966, the role of children in medical research can
aptly be described as one of explicit child abuse.
Beecher’s expressed concerns led to the subsequent
introduction of additional regulations by the 1970s,
where still more regulations were developed to assist
in protecting the vulnerable state of children in medical
research. These last safeguards were designed with
the intention of completely casting out the inclusion
of children in medical research. [9]
Four of Beecher’s twenty-two published cases in
1966 involved gross abuses in children. [10,11,12,13] In
1970, he would publish Research and the Individual,
a further comprehensive and systematic critique of
the research practices at the time [917]—a critique
that called, as he wrote, for a “pressing need for a
philosopher’s approach, but only by one so wise
that he can competently resolve the enormous
complexities of the problems involved.” [14] Such an
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approach would be provided by theological ethicist
Paul Ramsey. In the same year, Ramsey published an
account of his take on the ethical problems facing
biomedicine. [917] Noting that the task of ethics in
medicine “is to reconcile the welfare of the individual
with the welfare of humankind,” since “both must be
served,” [15] Ramsey’s research took on a life of its
own [16] Ramsey’s position, as we will see, was heavily
grounded in the necessity of consent as a safeguard by
which moral licitness would be achieved in biomedical
interventions. [17]
Also, in 1970, the National Commission for the
Protection of Human Subjects of Biomedical and
Behavioral Research was established to examine
contemporary issues surrounding the protection of
human subjects in research. [919] The Commission,
noting Ramsey’s position, invoked the philosophical
positions of others, most notably moral theologian
Richard McCormick, to refute it. That debate will be
addressed in depth at a later point. McCormick, as we
will see, would take a natural law approach to combat
his friend and fellow scholar, arguing in essence that,
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in the pediatric context, parental consent on behalf
of children involved in medical research “is morally
valid precisely insofar as it is a reasonable presumption
of the child’s wishes,” [18] because there are “certain
identifiable values that we ought to support, attempt
to realize, and never directly suppress because they
are definitive of our flourishing and well-being.” [1812]
The National Commission would produce over
twenty reports in the 1970s, relying heavily on the
Belmont Report for support. Based on the National
Commission’s repor t a year earlier regarding
research involving children, the Depar tment of
Health, Education, and Welfare would, in 1978 and
1979, propose regulations for pediatric research, the
details of which would eventually be finalized in the
early 1980s by the Department of Health and Human
Services. Although in favor of pediatric research,
the Commission noted the vulnerability of children,
arising out of their immaturity and dependence,
and this notion called for strict criteria to guide the
research. Minimally, they were six fold [19]. Depending
on the level and prospective risk of harm, additional
criteria were added. By the early 1990s, however, the
move from access to protection began to move, albeit
slightly, back to access with the support of multiple
government agencies. [923-24]
The return to access was the result of at least two
factors: (i) the concern that children were being
prescribed drugs that had never been tested on
pediatric populations, and (ii) the response of the Food
and Drug Administration (FDA) to the “politicization,”
as Lainie Friedman Ross calls it, “of drug testing and
approval by AIDS activists.” [9 24] In June 1996, the
American Academy of Pediatrics and National Institute
of Child Health and Human Development hosted a
conference regarding the inclusion of children in
clinical research. It brought to light that more than
eighty percent of medication prescribed to children
had never been tested on pediatric populations. By
April 1999, the FDA-enforced Pediatric Rule mandated
that new drugs be the produc t of adequately
conducted pediatric studies. Because of the eventual
success enjoyed by the Food and Drug Administration
Modernization Act, passed by Congress in 1997, the
Rule was never enforced. By January 2002, the Act was
extended for five years. In March 2004, the Institute
of Medicine, charged with the task of providing
further ethical guidance on the matter of pediatric
research by the Best Pharmaceuticals for Children
Act of 2002, released its report. In short, it noted that
in several cases, ethical standards unavoidably serve
as impediments to otherwise desirable and useful
research. [924-27]

III. Non-therapeutic Research with Children

Non-therapeutic research studies are Phase I clinical
trials that do not offer the prospect of direct benefit
to the subject involved. [20] If the trial foresees
direct benefit, then the research is permitted on the
conditions that (i) the risk is justified by the relationship
it shares with the weighed (prospective) benefits, and
(ii) the relationship is proportional (i.e., favorable) to the
available medical alternatives to which participatory
subjects are availed. If, however, the research does
not offer the prospect of direct benefit (i.e., is nontherapeutic), then the research is permitted on the
conditions that (i) the risks are minimal at most; (ii) the
transcendence of minimal risk is minor, such that the
study is (a) likely to produce knowledge that can be
generalized concerning the subject’s condition, or (b)
exposes the subject to medical, social, psychological,
or educational environments that would ordinarily
be tolerated or expected; or (iii) the research is not
otherwise justifiable but provides an opportunity to
understand, prevent, or eliminate serious biomedical
problems affecting the well-being of the subject (and
similar subjects) and is approved by a committee
convened on behalf of the Department of Health and
Human Services. [9104]
The primary moral concern for those who advocate
careful access rather than stringent protection is
whether the study in question is absolutely necessary
or even desirable. As Priscilla Alderson and Virginia
Morrow note, “‘harm’ is [so] of ten invisible and
elusive, complicated by different estimations . . . [and]
viewpoints . . . that the need . . . for ethical controls
seems obvious.” [21] Since the safety and efficacy of
new drugs are at times not established in pediatric
populations, phase I and II research prove necessary
yet remain above the threshold of minimal risk for
subjects. To approve such research, the Institutional
Review Board (IRB) must deem the risk in phase I
trials justifiable on the condition that it seems likely
to promise direct benefit. However, this is morally
problematic for at least three reasons. First, this claim
flies in the face of the notion that research does not
intend to provide benefit. Second, it overstates the
potential for a directly beneficial result. Third and
finally, it allows parental consent to override pediatric
dissent. [9109-10]
Since non-therapeutic research focuses on aspirational,
not direct, benefits, several considerations must be
taken into account before proceeding with pediatric
experimentation. The first is an adequate sense of risk,
cost, harm, and benefit. “Calculating” risks and benefits
can be, as noted above, highly subjective; therefore,
the assignment of clear definitions is essential. [22]
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Second, one must determine the probability of each—
the direct and indirect benefits and risks. Ascertaining
the level of severity is also vital to determining the
moral permissibility of foreseen risks involved in nontherapeutic research. [23] Third, the “general welfare”
of child subjects also necessitates thorough revision.
Because the literature concerning the abuse of
children in medical research often contrasts the right
of children to be protected with their simultaneous
right to be included in valuable research, pediatric
research and researchers are often deterred, and
children are usurped of their right to be heard through
it. [2123-30] Fourth and finally, the notion of intent must
be taken into account. If researchers’ intentions are
relevant, then phase I studies would be permitted on
grounds that they offer direct therapeutic benefit even
while the particular trial lacks therapeutic intent. [24]

is that it is given with the intention of protecting and
preserving the best interests of the pediatric subject.
Some modern philosophers, such as Ross, contend that
proxy consent can be justified on the basis that parents
have a right to raise their children according to their
own system of values, and indeed have a legitimate
moral interest in doing so. Parental authority has also
been invoked to defend proxy consent in that parents,
as heads of idiosyncratic families, enjoy the free right to
decide what will become of its incompetent members.
In these modern contentions, the logic is found in the
dual effort to serve the subject and the parents, rather
than the subject alone. [988-89]

The notions of pediatric assent and dissent are no
less complex and complicated. Unlike proxy consent,
which is respected to the degree that it attempts to
protect the child, assent is by nature preferential;
that is, it is expressive of a positive agreement to be
IV. Informed Consent
the means by which another’s needs are served. It is
Informed consent is the
helpful to understand pediatric
centerpiece of contemporary
assent as complimentary of
bioethic s [ 25 ] , and it has
both the respect due to the
A parent’s decisive
served as its backbone since
child’s current choices as well
the Beecher exposé. The
as the respect due to the kind
concern for the care and
first principle of the 1946
of person—morally—the child
Nuremberg Code [ 9 87 ], it s
protection of the child… is becoming. Under s tood
primar y moral purpose is
this way, it is reasonable for
to protec t human persons
parents to suspend a child’s
is simply the minimum
f rom b eing abu s e d, and
immediate autonomy (i.e.,
claim of childhood upon
the primary justification for
current choices) in order to
seeking it within the research
preser ve and promote the
the adult community…
context are for autonomic and
autonomy to be sustained over
welfarist reasons. [26] Despite
a lifetime. [2195] At present, a
–Paul Ramsey
its rich history, proxy consent
child’s dissent to participation
remained unaddressed until the 1964 Declaration in research can never be overridden by proxy consent.
of Helsinki, and it lacked finalization until 1983. Respecting pediatric dissent protects children against
Contemporarily, most research involving children the perception of parents. Hence, the virtue of the
requires proxy consent. Spelled out in the Common assent/dissent clause ensures that the child is treated
Rule of the federal regulations for the protection with respect and dignity. [2196-98]
of human subjects are the guidelines by which
parents are able to provide consent. If the research is
therapeutic in nature, the IRB allows consent by one V. The Argument Against Pediatric
parent; if, however, the research is non-therapeutic Experimentation: Paul Ramsey
(and is above the threshold of minimal risk), the The strongest and most comprehensive argument
Common Rule demands consent by both parents. against pediatric experimentation belongs to Paul
These regulations also require ample effort is made to Ramsey. His primary thesis is such: Research that
obtain the pediatric subject’s assent to the research– a does not directly benefit the child subject (i.e., is
positive complicity to participate, and not simply the non-therapeutic) is always morally illicit. He bases this
failure to object to participation in experimentation. thesis on the general standpoint that experimental
[987-88]
research should never be performed on someone
who is unable to consent to it. As the argument goes,
Proxy consent in the research context is both complex since children are incapable of consenting to inclusion
and complicated. [27] The justification of proxy consent in research that, by nature, does not promise direct
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benefit, it can never be morally justified. On the
contrary, only directly beneficial research, upon the
consent of parents, can be permitted. [28]
In his text The Patient as Person, Ramsey writes:
A parent’s decisive concern is for the care
and protection of the child, to whom he
owes the highest fiduciary loyalty, even
when he also appreciated the benefits to
come to others from the investigation and
might submit his own person to experiment
in order to obtain them. This is simply the
minimum claim of childhood upon the adult
community, whose members may make
themselves joint adventurers or partners in
the enterprise of medical advancement at
cost to themselves if they will. [1525]

Ramsey’s argument against pediatric experimentation
is intended, in the first place, to protect subjects who
are both vulnerable to being harmed by wrongful
treatment and unable to consent to it. In this sense,
his position must be commended. However, there are
multiple objections to his general argument that are
worthy of note. First, the important distinction must
be made between those who refuse to consent and
those who do not qualify to consent in a fully informed
manner. All would agree that it is morally impermissible
to force children to participate in studies of which they
want no part, particularly if participation does not
promise direct benefit. However, it seems increasingly
the case that, when capable, most children are willingly
included in medical research and, hence, have given
their assent to participate. [3096]

Second, Ramsey fails to include in his argument
the frequently low level of risk included in pediatric
Here, Ramsey distinguishes between what he terms research. Since not much more risk is posed to
“ benef icial research ”— the
children in medical research
consent to which expresses a
than exists in their everyday
parental fiduciary duty—and
lives, his conclusion lacks
“non-beneficial research”—the
s trength in as suming the
…there are things we
consent to which is a breach
widespread prevalence of
of the aforementioned duty.
risk in all pediatric medical
ought to do for others
H owe ve r, h e f i n d s m o r e
research. In fact, taken to the
than the potential exposure
limit, Ramsey’s conclusions
simply because we
to risk unaccept able. For
would omit potential studies
Ramsey, prox y consent to
that are only observational in
are members of the
non-therapeutic research is
nature and actually pose no
human community…
an annulment of our right as
risk at all. In this sense, it is
human persons to determine
much too restrictive. [3096-97]
–Richard
McCormick
for ourselves not simply the
extent to which we will share
Third, Ramsey’s position is
ourselves in experimentation with others, but the time based on the false premise that research intended
and nature of such sharing. [30]
to directly benefit the subject—which he finds licit—
and research intended to serve as the basis for
Thus, treating others as means to an end—and not, developing further knowledge are mutually exclusive
therefore, as ends in themselves, as the Kantian methodological approaches. Since most research
contention that grounds the philosophy goes—is does not fit easily into either category, and since it
morally problematic for Ramsey: “where there is no is frequently the case that, regardless of prediction,
possible relation to the child’s recovery, a child is not to research is uncertain to benefit the subjects involved,
be made a mere object in medical experimentation.” the prospect of direct benefit can hardly be ruled out
[1512] Here, Ramsey is concerned with both the potential from the beginning of “non-therapeutic” studies.
risk of harm as well as the violation of personal Chronic disease research is one such example
autonomy. He asserts that the moral obligation to that poses, at best, a chance of benefit by virtue of
avoid evil in the context of biomedicine outweighs any participation. Moreover, there are multiple ways of
obligation to do good, and he uses this argument, interpreting “benefit,” and a mere biophysiological
based on the philosophical stance of Hans Jonas, interpretation is too narrow to be considered
as yet another support for his position. [29] Still, it is reasonable [3097].
essentially the use of human persons as means rather
than ends that is the primary foundation of Ramsey’s The conceptual collapse of therapeutic and nonemphatic rejection of non-therapeutic research.
therapeutic research [30] sheds light on Ramsey’s
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shortsightedness in terms of the breadth and depth of
the meaning he attributes to “research.” By definition,
research is employed to gain greater knowledge into
the as yet unknown. In contrast, therapy is, by definition,
employed to directly benefit the individual and lacks,
therefore, the potential to be generally applied in other
contexts. Ramsey’s concept of “therapeutic research”
thus confuses two very different concepts, and such
lack of clarity proves dangerous. One such danger
is that if we follow Ramsey’s language (narrowly but
not unreasonably) at the cost of his logic, one could
never, in any circumstance, engage in “research” (e.g.,
the collection and subsequent interpretation of data)
on the basis that it does not, of itself, provide therapy.
[2897-98]
In another essay, Ramsey contends that even if
pediatric experimentation would promote fidelity
to the beckons of morality, “it is better to leave [this]
research imperative in incorrigible conflict with the
principle that protects the individual human person
from being used for research purposes without either
his expressed or correctly construed consent.” [1521]
Both doing and failing to do such research is, for
Ramsey, immoral, but he maintains that one must “sin
bravely” by coming down on the side of preventing
individual harm (by avoiding participation in research)
rather than on the side of promoting societal welfare
(by participating in research). However, a calculation
that terminally falls on the side of preventing research
is unnecessary. When minimal risk is involved, the
moral calculus might reasonably be shifted to the
promotion of research. [2898-99]
To be sure, children in non-therapeutic research are
treated as means, but not merely as such, because
the researcher is unable to use the child as she or he
wishes. It is far from clear that the inclusion of children
in experimental studies in which minimal risk is
involved while substantial benefit stands to be gained
by others is obviously immoral. Since many adults
feel obliged to serve others at the cost of minimal
risk or inconvenience to self, it seems unreasonable
to attribute an unduly sense of selfishness to children
by virtue of age and legal status. Children certainly
depend on adults for protection, but their inclusion in
research seems to violate neither their dependence
nor their rights unless the methods employed are
foreseen to cause disproportionate harm. [2898-99]

VI. The Argument in Favor of Pediatric
Experimentation Richard McCormick

The strongest and most comprehensive argument
in favor of pediatric experimentation belongs to

76

Pediatric Ethicscope

Richard McCormick. His essential thesis is such:
Children are obliged to participate in medical research
because they “ought” to do something that expresses
fundamental values inherent to human nature and
promotes the purposes of human life and flourishing.
Here, McCormick utilizes a natural law framework to
ground his argument. When the research in question
promises direct benefit to the subject, then consent is
clearly seen to be in accord with the values inherent to
human nature in that it promotes general well being.
Similarly, in non-therapeutic research it is reasonable
to presume, according to McCormick, that the child
would consent; in light of the implicit normative
ideal of health rooted in fundamental human values,
contributing to the health of others would normally
compel the child to do as she or he ought: participate
in research and thereby promote the health of others.
In other words, when the cost (i.e., risk) to the subject
is minimal, consent to participation can be presumed
because that is what the subject ought to do. [28100]
Since children, like all societal members, ought to
benefit others by their actions and would willingly
do so if they had the proper moral worldview, it is
appropriate to include them in research so long
as there exists only minimal risk. By assuming this,
McCormick does not intend to argue that someone
would actually act in a particular way, but only that
consent may be presumed (on behalf of the child who
is incapable of giving it) because the act itself is morally
right. Since proxy consent is given in the therapeutic
context on grounds that there exists promise of direct
benefit to the health of the child subject, it can be
similarly given in the non-therapeutic context because
it is based on a pediatric obligation. McCormick notes:
. . . there are things we ought to do for others
simply because we are members of the
human community. . . . If it can be argued
that it is good for all of us to share in these
experiments, and hence that we ought to
do so (social justice), then a presumption
of consent where children are involved is
reasonable and proxy consent becomes
legitimate [31].
To summarize McCormick, then: parents are the
consensual vehicles by which children rightly choose
what they ought, if they were so situated as to know.
[28100-01]
Mc Cormick ’s argument in favor of pediatric
experimentation is intended, in the first place,
to promote individual and social well-being by
encouraging children—through passive (parental)
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presumption and ac tive (pediatric) assent—to
participate in relatively harmless activities that are
part and parcel of living a life of justice and, hence,
service to others. In this sense, his position must be
commended. However, there are multiple objections
to his general argument that are worthy of note.
One problem, regarding the issue of presuming
children ought to consent, has two parts. The first
is that it claims to be embedded in a natural law
argument, which is often the victim of sharp critique.
Since natural law arguments rarely are framed by a
general understanding of human value or purposes to
which individuals should be committed (e.g., health,
happiness, etc.), it does not necessarily follow that
all human persons ought to want the same things,
never mind directly promote them. Because all
individuals do not and, moreover, probably should
not, want the same things, the natural law foundation
of McCormick’s argument seems deficient, which
potentially renders his entire position on pediatric
experimentation normless. [28101]
The second part of the problem, much more glaringly
evident, is the idea that anyone can validly presume
what another is obliged to participate in and, hence,
consent to. There are countless activities that adults
probably ought to participate in but fail to consent
to. The entire notion of obtaining consent is founded
upon protecting autonomy. What is consensually
appealing for one person will not be for another.
Respecting persons is respecting their right to
determine what is appropriate and what is not, and
this is grounded in the vast differences that exist
between what persons count as valuable. Even if a
third party could objectively prove that something is
morally binding, a value-laden personal commitment
to it cannot be forced. Consent is expressive of such
a commitment, and absent of this consent cannot be
licitly presumed. [28102]
Following from the logic above is a second general
objection to McCormick’s argument. Since it is clear
that we could not typically, if ever, validly presume
consent on the part of a competent adult person
merely because we think she or he ought to do
something, how could we possibly make the positive
argument for children to do so? As Ramsey contends,
McCormick’s position “amounts to the destruction
of the protections consent-language was designed
to afford.” [29] Only rarely can consent be presumed,
and it seems illogical, if not impossible, to do so on
behalf of the child subject. In brief, then, McCormick’s
largest argumentative flaw seems to be at the heart of
his logic, namely, that pediatric consent can be validly

presumed. [28102] Ramsey goes on to comment that if
McCormick’s proposal is adopted and subsequently
standardized, then:
. . . anyone—and not only children—may
legi timately be entered into human
exper iment ation wi thou t his will or
unwillingly. . . . If a child may be treated as
an adult who would will what he should,
then any other nonvolunteer may be treated
simply as a child who . . . would will what he
should. Any non-volunteer may be treated as
a child who does not will as he ought. [32]
Ramsey’s idea is that if consent can be presumed by
virtue of what a third party has determined another
ought to do, then (i) there exists no difference in
principle between presuming consent in pediatric or
adult populations, and (ii) the lack of such a difference
in principle would make conscription in adults morally
licit. Since McCormick agrees with adult conscription,
Ramsey’s contention does not represent a direct
objection from McCormick’s point of view. However,
the point here is about consent, not conscription.
McCormick’s thesis is that consent can be presumed
if the activity in question is deemed something one
ought to do, but consent is exactly what cannot be
logically presumed. As history has proven, failing to
solicit subjects’ consent has resulted in many moral
pandemics. [28102-03]
A third problematic piece of McCormick’s argument is
that it is not explicitly clear, according to his logic, that
consent actually needs to be a relevant consideration.
If it is the “ought” that justifies the child’s participation
in a certain activity, then consent is superfluous. In
this line of thinking, proxy consent neither validates
nor invalidates the inclusion of the child and is truly
irrelevant to the justification of non-therapeutic
pediatric research. In other words, the two levels of
argument employed by McCormick to justify pediatric
experimentation include (i) natural law and (ii) consent
by third parties. However, if we take the natural law
approach as McCormick intends to employ it and find
it justified, it de facto undermines the consent model
by making it gratuitous. To restate: if we are obliged to
do as we ought (natural law), it is essentially irrelevant
whether we agree to do it (consent). [28103-04]
It is worth mentioning here that there exists an
alternative interpretation of McCormick’s argument,
one perhaps more charitable and logically tidy. In
later writings, McCormick appears to be anchored
in the conclusion that human persons, as members
of society, have a minimal moral obligation to serve
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their fellow members. Social circumstances, imposed
from without, rather than from something inherent to
human nature, create these obligations. One such
obligation is submitting oneself to minimal risk for
the benefit of biomedical and behavioral research,
the result of which is socially productive. These social
obligations imply that children, like all others, should
be willing to participate in research. Parents, then, are
free to consent to pediatric participation whenever
the child should be willing to be included if the child
could understand the implications and give informed
consent. This alternative interpretation makes proxy
consent a safeguard by which children are protected,
though it continues to play a relatively expendable
justificatory role. On this interpretation, McCormick’s
position seems to be one of “presumed duty” rather
than “presumed consent.” If this is correct, it becomes
more appealing. [28104]

VII. Corrective Vision: A Role for
Double Effect Reasoning

Although numerous positions have been put forth to
nuance the arguments of Paul Ramsey and Richard
McCormick, there is still room, I think, for a corrective
vision that includes an application, perhaps atypical,
of the principle of double effect to justify pediatric
experimentation in some cases where risk is minimal
(or nonexistent). [33] To be sure, the role of double
effect reasoning provides neither a direct nor an
exhaustive answer to perhaps the most pressing moral
concern in this context: the licitness of proxy consent
to non-therapeutic medical research. However, double
effect reasoning may provide inroads to new ways of
considering this issue.
The principle of double effect, first introduced by
Thomas Aquinas some seven centuries ago [34], is
the method most often invoked to justify or refute
practices that pose poor consequences no matter
the action taken. [35] Acknowledging the complex
dilemmas confronted in biomedicine, the principle’s
inauguration was a concrete response to the question
of whether it was morally licit to perform an action
that posed polarized consequences. [36] In essence,
the principle of double effect can be understood
as a theoretical model and method of evaluating
distinctions between two effects of an action, one
right and intended, the other wrong and unintended
but foreseen. The action that is right and intended can
be performed in spite of the wrong and unintended
but foreseen effect, if four conditions are met. [37,38]
The first condition is that the nature of the action
in itself must be morally right or indifferent. Put
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negatively, the action must not be intrinsically morally
wrong. [3745, 38] This first condition is deontological:
circumstances and consequences aside, the action,
in itself, must be morally right or indifferent; it must
not be intrinsically morally wrong. As such, this
condition serves as the fundamental framework for
all further moral deliberation. The principle of double
effect contends that if the action in itself is wrong,
one need not proceed. Viewing the moral picture
deontologically––and, perhaps to a fault at times,
physicalistically––the question raised is whether the
action is in-and-of-itself, objectively wrong. Thus, the
answer to the question is clear: the action is either
morally right or morally wrong, and that answer is, as
noted above, independent of all other considerations.
[36109]
The second condition is that the wrong effect must
not cause, or be the means of achieving, the right
effect. [3745, 38] This condition regards causality; the
link between right and wrong actions must not begin
with the wrong and end with the right. Three scenarios
are possible:
1. The action causes the right effect, which in
turn causes the wrong effect;
2. The action causes both the right effect
and the wrong effect without either having
directly caused the other; or
3. The action causes the wrong effect, which in
turn causes the right effect.
The principle of double effect contends here that the
first two scenarios are morally permissible, while the
third is not, and cannot be justified morally. Since the
second condition relies so heavily on how the action
is intrinsically specified, it is essentially reducible to
the first condition. The language used to describe the
action in itself, then, is of immediate relevance. The
first and second conditions ensure that neither the
consequences nor the intentions might themselves
be used to justify the means employed if the action is
considered to be de facto wrong. [36109-10]
The third condition is that the right effect must be
directly intended. Put negatively, the wrong effect,
though foreseen and tolerated, must not be directly
intended (and pursued as an end in itself). [3745,38] All
ethicists––proportionalists, consequentialists, and
deontologists alike––accept this third condition. It
essentially posits that the moral agent must not intend
the wrong effect as an end to be pursued in-itself, but
rather as a foreseeable and merely tolerated indirect
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effect, in the effort to directly and intentionally achieve
the right effect. Intentionality is a complex issue that
cannot be addressed in full here. However, it is worthy
of note that the moral philosophical tradition has
never proposed the negative connotation of the third
condition to mean that the wrong effect must not be
intended either as an end in itself, or as a means to
that end. Rather, the principle of double effect only
purports this connotation to mean that the wrong
effect must not be intended as an end to be pursued
in itself. Otherwise, the principle of double effect is
rendered widely unhelpful, if useful at all. The concept
of intentionality inherent to this third condition makes
clear that people ought not want to intend the wrong
effects. [36110-11]

For our purposes here, the latter logic will be adopted.
This is not meant as an implicit comment on the
philosophical legitimacy of the concept “intrinsic.”
It is also not meant as an implicit comment on the
validity of the former observation, the moral licitness
of proportionalism, or the reducibility of the first three
conditions to the fourth. Rather, it is simply an attempt
to remain in accord with the principle of double effect,
defined and understood conventionally, as a concrete
theoretical method of justifying moral solutions in
cases that pose polarizing consequences by virtue of
the actions inherent to them, one right and the other
wrong. [38301-2]

In light of the aforementioned, the first task in the
context of pediatric experimentation is to determine the
The fourth and final condition is that the rationale nature of the action in itself, and subsequently define it
for permitting the right and intended action must as indifferent, intrinsically right, or intrinsically wrong.
justifiably outweigh the
The action in question
wrong and unintended
has at least two parts
consequences. In other
that must be analyzed:
words, there must exist
(i) prox y consent to
proportionate reasons
experimentation and (ii)
for permitting the wrong
the inclusion of children
effect to occur that serve
in non-therapeutic
as the impetus for acting
research. Proxy consent
rather than refraining
is jus ti f ied in many
from ac ting. [ 3745 , 38 ]
contex t s, including
This condition attempts
scenarios in which
to locate proportionality
p er s on s o t h er t han
in the mist of conflicting
the child are direc tly
moral duties, and
benefited while the child
subsequently ser ves
is, at best, indirec tly
as an intellec tual
benefited. Consider a
moral barometer that
simple example that will
endeavors to preserve Drug testing in developing countries is another area of ethical elucidate both parts of
a n d p r o m o t e r i g h t concern involving therapeutic versus non-therapeutic research in the action in question
ac tions and minimize pediatrics.
(i.e., proxy consent and
and rejec t wrong
pediatric inclusion): the
actions. It should be understood not merely as a (dual) parental decision to keep an otherwise healthy
reminder that only the most serious of reasons can child with a very mild temperature home from school
justify permitting foreseen wrong effects, but as a on the basis that they do not want the child potentially
mandate ensuring all other morally justifiable options spreading illness. In this case, the child—who does not
are exhausted beforehand. [39]
give assent to being kept home due to the need to
take a scheduled exam, the desire to be with friends,
Some authors have observed the principle of double and because of the relatively asymptomatic nature
effect is essentially reducible to its fourth condition, of the slight temperature—may be promised indirect
and that the use of proportionate reason, referred benefit (if only biophysiologically) by virtue of proxy
to theoretically as proportionalism [40], effectually consent while it is directly promised (even if only
makes the principle redundant. Others disagree, potentially) to the other children at school (including
contending that the fourth condition, and the principle faculty members).
of double effect generally, can only be applied in a
system of moral thought that regards some actions as Generally, we think nothing of this direct benefit
intrinsically right or wrong (e.g., deontology), thereby to others needing to be justified, even at the cost—
asserting the necessity of the principle’s first condition. defined academically, emotionally, or otherwise—to
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the child who, according to this calculation, is (at most)
the indirect beneficiary. Yet, this is precisely the logic,
however seemingly dissimilar, employed to justify
or refute non-therapeutic pediatric research. Proxy
rationale in this case is that they (the parents) will not
send their child to school because they do not want the
child to potentially spread illness to other children, not
necessarily—and, in some scenarios, at best indirectly—
because it might prevent the child from developing
exacerbated symptoms that would be against the
child’s best interests. In this perspective, it seems
only reasonable to define the nature of proxy consent
to experimentation and the inclusion of children in
non-therapeutic research when assent is given and
potential risk minimal (or nonexistent) [41] as at least
indifferent in itself if not intrinsically morally right in
some contexts.
The second task is to determine if the right effect is
caused by means of the wrong effect. In the context
of pediatric experimentation, this essentially asks: Is
participation in research that does not necessarily
attribute direct benefit (i.e., is non-therapeutic) to
the willing pediatric subject, but which potentially
promises immense direct benefit to society (the right
effect) caused by means of the potential minimal (or
nonexistent) risk to which the child subject is exposed
(the wrong effect)? Three scenarios are possible in
our context:
4. Participation in non-therapeutic research
directly effects social benefit, which in turn
indirec tly ef fec ts exposure to potential
minimal (or nonexistent) risk;
5. Participation in non-therapeutic research
indirectly effects both exposure to potential
minimal (or nonexistent) risk and social benefit
without either having directly effected the
other; or
6. Participation in non-therapeutic research
directly effects exposure to potential minimal
(or nonexistent) risk, which in turn indirectly
effects social benefit.
The first and second scenarios are morally justifiable
while the third cannot be justified morally. The
distinction between the notions of ‘direct’ and
‘indirect’ is of immediate relevance here. Technically,
these terms can only be applied to actions post facto,
that is, after they have been analyzed by the principle of
double effect. If the principle defines the wrong action
as ‘indirect,’ it is accepted as morally permissible. If,
however, the principle defines the wrong action as
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‘direct,’ it is rejected as morally impermissible. This
distinction allows one to designate some actions as
intrinsically morally impermissible but their indirect
counterparts as (or at least potentially as) intrinsically
morally permissible. The idea that actions are, or may
be, right is based on the ability of the direct/indirect
distinction to pass the first two conditions of the
principle of double effect. [36111-12] In our context, it is
the initial active willingness (i.e., assent) to participate
in research that directly effects the exposure to risk
by which social benefit becomes possible. In other
words, exposure to potential minimal (or nonexistent)
risk is the indirect effect of such assentual participation
in experimentation. Outside the context of willing
participation, risk itself effects nothing in particular.
Thus, the first scenario above fits best. At worst, the
second scenario, which is likewise morally justifiable,
can be assumed.
The third task is of pivotal importance in determining
the moral licitness of particular direct actions and
foreseen and tolerated indirect effects. As noted
above, this level of reasoning regards the notion that
the right effect must be directly intended and, hence,
that the wrong effect, though foreseen and tolerated,
must not be directly intended as an end to be pursued
in itself. According to the principle, morality mandates
that right actions must be directly intended while
wrong actions, though perhaps foreseen and tolerated
in a limited sense, must be directly rejected. This level
is essentially the logical purpose and moral binding of
the principle of double effect. Applied in our context,
there are at least two primary sets of intentions that
must be addressed: (i) that of the parents in providing
consent to participation in non-therapeutic research
and (ii) that of the child subject in assenting to the
aforementioned course of action.
Since we can safely assume that most parents have the
best interests of their children in mind when making
decisions, it is relatively simple to contend that, with
proxy consent, parents directly intend the right effect
of potentially benefiting society in immense fashion by
allowing pediatric participation while foreseeing and
tolerating the indirect and wrong effect of exposure to
potential minimal (or nonexistent) risk their child may
endure. Since we can also safely assume that no child
would directly will her or his own harm, particularly
when the potential benefit to be gleaned is essentially
nonexistent, it is relatively simple to content that, with
pediatric assent, children directly intend the right
effect of potentially benefiting society and the wellbeing of other children—say, for example, a friend
or family member who is ill and in need of a cure
for a disease that has yet to be studied in depth—in
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immense fashion while foreseeing (inasmuch as they
are warned) and tolerating (insofar as they are capable)
the indirect and wrong effect of enduring potential
minimal (or nonexistent) risk. One such risk could
be the exposure to three venipunctures over the
period of one year. Clearly, neither the parents nor
the child directly intend the venipunctures—which, in
many cases, can hardly be calculated as a risk and, at
most, might be considered minimally harmful—but the
benefit to society (perhaps a friend or family member)
that might potentially result from them.

to the specific value and the foreseen wrong effects
that will inevitably arise trying to achieve the right
effect. [42,43]

On the criterial level, proportionate reason guides
in the discernment of whether a proper relationship
exists between the specific value and the other
elements of the action. There are three primary criteria
inherent to the existence of proportionate reason in
a given instance. The first is the means employed to
achieve the value will not cause more harm than is
necessary to do so. This criterion ensures that the
The fourth and final task concerns the notion of particular value being pursued as an end must at least
proportionate reason, which is essential to the moral be equal to the value being sacrificed. The second
analysis of human action. Again, this level of reasoning criterion is there exists no less harmful way at present
primarily contends that the rationale for permitting the to protect the value than the means immediately
right and intended action must justifiably outweigh the proposed to do so. This criterion demands that one
wrong and unintended consequences of the indirect exhaust all other options in the effort to arrive at the
effect. Put simply, there must exist proportionate least harmful means of protecting the value, realizing
reasons for tolerating the wrong
that this determination may be
effect to occur when the right
required to adapt to changing
ef fec t is pursued as an end.
circumstances in the future.
...there indeed
In the absence of compelling
The third and final criterion is
proportionate reasons to justify
the means employed to achieve
exists a role, in certain
the tolerance of wrong effects,
the value will not logically
the right action and its effect,
undermine it. This criterion
cases, for double
no mat ter how good, cannot
suggests, for example, that it
effect reasoning as a
be deemed morally licit in the
is morally and logically illicit
full sense. At least three tiers of
to obtain medication essential
method by which to
inquiry are operative within the
to the survival of one patient
fourth condition of the principle
by indiscriminately stealing it
justify non-therapeutic
of double effect:
from another patient whose
life similarly depends on its
pediatric research.
1. Definitional,
providence. [42273-75]

“

"

2. Criterial, and
3. Modal
On the definitional level, proportionate reason refers
to a specific value, not a method by which to justify an
action for any reason whatsoever. As is often confused,
proportionate reason does not indicate that the best
method of justification is a cost-benefit analysis.
Determining proportion is not analogous to solving
a mathematical equation. To consider proportion,
as such, inevitably leads to an essentially stringent
consequentialist and utilitarian idea of the notion; this
essay rejects such an interpretation. The appropriate
notion of proportion as intended and employed by
the fourth condition of the principle of double effect
is the essence of what gives an action genuine moral
meaning: the relationship shared between the means
and the end. In this sense, proportion truly defines
what a person is doing in a given instance as it relates

On the modal level, proportionate reason enjoys
epistemological safeguards, concretely manifested
as “modes of knowing.” These modes provide the
necessary certainty required to ascertain whether
proportionate reasons do, in fact, exist in a given
moral scenario. The first way of knowing whether there
exists a proper relationship between the specific value
pursued as an end and the other elements of an action,
is experience. This mode informs our future decisions
with insights gleaned from the past. To again invoke
the example above, one can deduce from experience
that stealing from others undermines their well-being
and the social relationships they foster. This makes
stealing medication counterproductive and, hence,
dispropor tionate. The second way of knowing
whether a proper relationship exists is through one’s
own sense of outrage or intuition that some actions
are intrinsically disproportionate. Nonconsensual,
excessive, harmful experimentation on intellectually
challenged persons is one such example that would
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fall under this second mode. The third and final way
of knowing is through the method of trial and error.
This mode is particularly applicable to areas where
experience is as yet limited but would reasonably
benefit from cautious steps toward advancement, such
as genetic modification in humans. [42275-76]
Applied in our contex t, the aforementioned
definitional, criterial, and modal tiers provide insight
into the moral licitness of tolerating the wrong effect,
exposure to potential minimal (or nonexistent) risk
endured by the child, in the circumstances of proxy
consent to experimentation and the inclusion of
children in non-therapeutic research when assent is
given and potential risk minimal (or nonexistent). On
the definitional level, both proxy consent and pediatric
assent are safeguarding tools by which social benefit
from non-therapeutic research can be drawn. By
virtue of the proper relationship that exists between
the value sought and the foreseen, indirect, and
unintended effect of exposure to potential minimal
(or nonexistent) risk, both proxy consent and pediatric
assent can be deemed proportionate. In other words,
a proportionate reason exists for tolerating the wrong
effect in the endeavor to directly achieve the right
effect.
On the criterial level, the means used (i.e., exposure
to potential minimal (or nonexistent) risk—e.g., a
venipunc ture) do not cause more harm than is
necessary to achieve the value (i.e., social benefit).
Similarly, due to the presumption one must make
that non-therapeutic research trials in pediatric
populations have prospectively exhausted all other
morally and medically acceptable options, there
exists no less harmful way to protect the value of
benefiting society than by proxy consent and pediatric
assent to participation in experimentation. Finally,
willing participation in non-therapeutic research
compliments the value being sought. Used as a last
resort in assentual pediatric populations with proxy
consent, participation in experimentation embodies
both justice and charity by serving others who are
incapable of serving themselves, the product of
which may well prove therapeutic—understood
multitudinously—to the subject.
On the modal level, we are able to ascertain from
experience both that pediatric participation in nontherapeutic research has been and continues to be
consonant with medicine’s healing role, and that this
action can be defended as morally licit, if not explicitly
encouraged, when risk is minimal (or nonexistent).
Fur ther, proxy consent to experimentation and
pediatric inclusion when assent is given and potential
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risk minimal (or nonexistent) does not invoke a sense
of outrage or intuition that the actions involved are
morally disproportionate and thus illicit. If anything,
the opposite senses are invoked––that of subjective
harmony and objective contentedness that the right
and the good are proportionately accomplished.
Finally, by way of trial and error (with the methods
employed in such a scenario) we are able to determine
the actions involved are morally licit–on the basis of
experience and with the intuition of having achieved
the value with proportionate means. Thus, they will
continue to be deemed as such in similar future
circumstances.
Within the context of proxy consent to experimentation
and the inclusion of children in non-therapeutic
research when assent is given and potential risk minimal
(or nonexistent), then, exist several proportionate
reasons for tolerating the wrong, indirec t, and
unintended effect of pediatric exposure to potential
minimal (or nonexistent) risk in the effort to achieve the
right, direct, and intended effect of immense social
benefit. Thus, it can be morally justified. The fulfillment
of the four conditions (“tasks,” as I have called them)
concludes the necessary criteria for determining the
moral licitness of actions according to the principle
of double effect. As such, we are able to confidently
conclude that the action of pediatric experimentation
is morally licit, if not explicitly encouraged, according
to the principle’s reasoning, given proxy consent,
pediatric assent, and exposure to potential risk
minimal (or nonexistent).

VIII. Conclusion

Since Henry Beecher’s 1966 revelation of the scandal at
the Willowbrook School, the conversation concerning
the ethics of biomedical research, par ticularly
including pediatric subjects, has never been the same.
Throughout history, that conversation has moved from
access to protection only to return to access once
more. The clear and fruitful debate between Paul
Ramsey and Richard McCormick in the 1970s was a
forceful step toward punctuating that conversation.
[44 , 45] Yet, today we require a vision still more
careful and rational, combining the best of prudent
restriction and sensible permission to combat issues
surrounding the moral licitness of proxy consent to
experimentation, the qualification of pediatric assent
to participation in research, and the quantification of
risks and benefits in the clinical context. [1S14]
The aim of this essay has been to provide that
corrective vision by positing the argument that there
indeed exists a role, in certain cases, for double effect
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reasoning as a method by which to
justify non-therapeutic pediatric
research. To this end, it has been
successful. The implications here
are significant. Double ef fec t
reasoning in the research context
may lend insight into the benefits
of fos tering within the moral
philosophical tradition a refined
understanding of what constitutes
as morally normative for children
in the experimentation situation. If
nothing else, I have called in this
essay for a reconsideration of that
understanding.
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Ethicscope Editorial Group; Vanessa S Watkins, John Lantos
ABSTRACT
The Children’s Mercy Bioethics Center (CMBC) Certificate Program
in Pediatric Bioethics is a nine-month blended learning program that
combines in-person intensive education with on-line distance-learning.
The program begins with a three-day, in-person session in Kansas City,
progresses to on-line discussions, written assignments, and a series of
interactive webinars. Students then return to Kansas City to present their
capstone projects. It is currently the only certificate program in pediatric
ethics, and draws students worldwide.

The ethical issues in pediatrics can vary considerably
from those in adult medicine. Thus, ethics education
generalized for adult care is not necessarily relevant
to the specific issues that arise in pediatric settings.
The Children’s Mercy Bioethics Center’s Certificate
Program in Pediatric Bioethics is the only program in
the world that focuses exclusively on pediatrics
The Children’s Mercy Bioethics Center (CMBC)
Certificate Program in Pediatric Bioethics is a unique
nine-month intensive program. It is designed to
enable students to participate almost entirely online. Students need only be on-site at Children’s
Mercy Kansas City twice; first, at the beginning of
the program for the introductory three-day session,
and then at the end of the program for the closing
three-day session and presentation of their Capstone
projects.
The program enables busy health professionals to
participate from home where they can continue to
meet their ongoing professional and other obligations.
As a result, the program draws students from around
the world. Most of the on-line components are
asynchronous; students needn’t log on at the same
time as others. Instead, they decide, based on their
own schedules, when to do readings and to join online discussions. Self-direction is crucial.
The opening session is designed to introduce students
to ethical issues in clinical ethics, research ethics, and
health policy ethics. For each of those categories, an
archetypal case is presented, including the historical
context from which it arose, competing views of how
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the issue should be resolved, and analysis of how the
case has affected current issues. Reading assignments
are multidisciplinary, drawing on the legal, ethical,
and policy literature. The capstone project allows
each student to dive deeply into a particular topic.
During the closing session, each student presents their
capstone project to the class, furthering the crosspollination of ideas and opportunities for collaboration
and networking.
Between the opening and closing sessions, the
coursework includes both required and suggested
readings. The readings are generally limited to
approximately thirty pages. The suggested readings
are designed so that students can begin amassing
pediatric bioethics libraries of their own for course
reference and later use. Students also read two or
three books each year.
The program draws faculty from throughout the larger
Children’s Mercy/ University of Missouri-Kansas City
School of Medicine community and program alumni
from across the globe, but the core faculty members
are:
John D. Lantos MD, Director of Pediatric
Bioethics and Professor of Pediatrics at the
University of Missouri-Kansas City School of
Medicine.
Brian S. Carter MD, Neonatologist, Pediatric
Bioethicist, and Professor of Pediatrics at
University of Missouri-Kansas City School of
Medicine (Program Faculty Co-Director)

Children's Mercy Certificate Program in Pediatric Bioethics
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Jeremy Garrett PhD, Associate Professor of
Pediatrics and Adjunct Associate Professor
of Philosophy at the University of MissouriKansas City School of Medicine (Program
Director, Student Research)
Angie Knackstedt, RN-BC, BSN, Health
Literacy and Bioethics Clinical Coordinator
(Program Faculty Co-Director)
The administrative director is Vanessa S. Watkins,
MPH, FACHE, CHES. Jennifer Pearl is the Bioethics
Program Office Manager.
Core Faculty moderate weekly activities and affiliated
faculty with clinical expertise in each week’s topic also
join the discussions. Students are required to post at
least two well-thought responses each week.
Each class includes students of different professional
disciplines and from many cultures. The CMBC offers
scholarships for students from low and middle-income
countries. The CMBC also offers a scholarship program

for nurse leaders who are nominated by their Chief
Nursing Officer or Deans. Students and faculty alike
are thus able to, learn from and challenge others with
divergent backgrounds, experiences, and professions.
The faculty introduces the capstone project up early
in the program. Students have project mentors, who
supply deadlines for the different stages of project
–one each for preliminary ideas, outlines, abstracts,
and rough drafts. Projects can be any of the following:
A narrative piece with a pediatric focus
A case analysis that would be suitable for an
ethics consultation in a children’s hospital
A research project with a focus on an pediatric
ethical issue
A paper about a specific pediatric bioethics
topic
A clinical application in response to an ethical
issue.
The CMBC hosts approximately ten webinars and three
or more program-specific mid-year webinars. Students
attend (or watch the recording of) webinars. Past
years’ webinars are archived on our website. Webinars
feature speakers drawn nationally and internationally,
speaking on topics such as: “Transgender children
and the right to transition” (Maura Priest PhD, 201718), “What would you do if this were your child, Doc?”
(Larry Churchill PhD, 2016-17), “Tracheostomies in
children with profound disabilities—Navigating family
and professional values” (Benjamin Wilfond MD, 201516), and “Changes in care for dying children: Where
have we been? Where are we going?” (Myra BluebondLanger PhD, 2013-14).
Upon completion, students receive a certificate
of completion and continued access to webinars,
readings, and on-line discussions.

A student presents her capstone project to the class during
the closing weekend of the Children’s Mercy Bioethics Center
Certificate Program in Pediatric Bioethics.
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On-line learning environments are best when
they support exploratory and dialogical learning
that engages learners in ac tivities that require
collaboration, communication, social interaction,
reflection, evaluation, and self-directed learning. The
program has grown steadily since its inception in
2011-12. The program now caps enrollment at 35 and
has a waiting list each year. For more information,
visit: https://www.childrensmercy.org/bioethics/
certificate-program/.

Children's Mercy Certificate Program in Pediatric Bioethics

Faculty and staff of the Children’s Mercy Bioethics Center. From left: John Lantos, Jennifer Pearl, Jeremy Garrett, Vanessa
Watkins, Brian Carter, Angie Knackstedt.

Affiliations

Vanessa S. Watkins MPH, FACHE, CHES
Administrative Director,
Children’s Mercy Bioethics Center
John Lantos MD
Director of Pediatric Bioethics
Children’s Mercy Bioethics Center
Professor of Pediatrics, University of MissouriKansas City School of Medicine

A Student’s Perspective

It can be easy to sit with people who have the same
point of view and discuss ethical issues, knowing one
won’t be pushed too hard to defend one’s position;
it is something altogether different to have those
discussions with people who not only have a range
of educational and professional backgrounds, but
are from different cultures and different parts of the
world. The faculty at the CMBC encourage students
to share their own points of view and defend them
among such a group, As a student in this year’s class,
I have found this to be the most valuable aspect of the
weekly online discussions.
While I can sit here in Washington, D.C. and read an
article, or chapter of book, and discuss it with those
around me, through the Children’s Mercy program,

I am exposed and can respond to the thoughts
expressed by doctors, nurses, social workers, child
life specialists, and others from around the world.
These perspectives are illuminated by what they do,
and where they are from.
This heterogeneous group has forced me to look at
many ethical issues differently; from perspectives that
I would not ordinarily have had a chance to consider.
When one sits on an ethics committee at a particular
institution, it can become easy to start thinking along
the same lines as one’s colleagues; one can sometimes
tell what a colleague is thinking or going to say before
they utter a word because they are known to us. In
this class, we not only respond to each week’s topic
or readings but to each other, pushing one-another
to think differently, as we are pushed to do likewise.
The Kansas City Children’s Mercy program successfully
sparks dialogue between people who wouldn’t
ordinarily come in contact with one another. The
core faculty brings perspectives shaped by years of
teaching, and students are exposed to the thoughts
and ideas raised by previous classes
as well as their own. I found this to
be one of the most important, and
unexpected aspects of the class.
Matthew Schlageter, Staff Chaplain
Children’s National Health System
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