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EXECUTIVE SUMMARY

Patients get the specific care they want at the end of life when they document 
their wishes using a physician orders for life-sustaining treatment (POLST) 
form, according to a recent study.
• The form allows patients to request or refuse certain medical treatments.
• Only 6.4% of participants who marked “comfort measures only” died in the 
hospital, compared with 44.2% of those with orders for full treatment.
• Bioethicists can correct misconceptions, such as that POLST is focused only on 
limiting treatment.
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Patients got specific care they asked for

Patients get the specific care they want at the end of life when they 
document their wishes using a physician orders for life-sustaining 
treatment (POLST) form, according to a just-published study that 

examined death records for 58,000 people who died of natural causes in 
2010 and 2011 in Oregon.1 

“This is the strongest data that we have had. It’s associated with a 
much higher level of meeting patients’ wishes than anything anyone else 
has developed,” says Susan W. Tolle, MD, FACP, one of the study’s 
authors and director of Oregon Health & Science University’s Center for 
Ethics in Health Care in Portland. 

The study of 17,902 decedents with a POLST form in the state’s reg-
istry included multiple care settings, says Tolle, “which no other study 
has done. It matches orders marked on your POLST form and where you 
died.” 

Of the decedents’ orders for scope of treatment, 26.7% were for “lim-
ited additional interventions” and 6.4% were for full treatment. Of the 
66% with orders for comfort measures only, 6.4% died in the hospital, 
compared with 44.2% of those with orders for full treatment and 34.2% 
for those with no POLST form in the registry.  
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“The results are somewhat surprising only 
because we have not found advanced directives to 
be nearly as effective as what is suggested in this 
study for POLST,” says Reid Blackwelder, MD, 
president of the American Academy of Family 
Physicians.

The researchers were surprised that individuals 
who marked “full treatment” on the POLST form 
had a 10% higher rate of death in the hospital than 
those who had no POLST form at all. “Personally, 
I hadn’t expected it to be higher than no POLST 
form, which is a default to full treatment,” says 
Tolle.

Increased utilization

Tolle expects that the new data will result in 
increased utilization of POLST, especially in the 43 
states where POLST programs already exist or are 
in development. “In other states, this will give more 
support to bringing coalitions together to solve policy 
problems in their state, when existing policies make 
dissemination more difficult,” she says. 

While several states are currently developing 
POLST programs, only Oregon and West Virginia 
have mature programs that have had the chance to 
grow and develop. “Hopefully, states with new pro-
grams will see similar results,” says Blackwelder. “A 
central registry is needed to ensure immediate access 
to these orders, regardless of location. This will be 
challenging in some states.”

Obstacles to POLST

Some state laws do not recognize the POLST form 
as a legal form of advance planning, and therefore do 
not provide needed legal protections to doctors and 
facilities for withholding care pursuant to the form, 
says Jason W. Manne, JD, Dr.PH, an adjunct profes-
sor at the University of Pittsburgh Law School. 

“Bioethicists need to be the ones making sure that 
hospitals and other medical providers have a quality 
POLST process, so we can be assured that the form 
expresses authentic and stable patient preferences,” he 
adds.

There are logistical issues related to the storage 
and retrieval of POLST forms, including lack of sys-
tems that capture advance care planning documents 
in electronic medical records. “Unlike Oregon, most 
states do not have statewide registries. The program 
relies on the transfer of a paper form,” says Susan 
E. Hickman, PhD, senior affiliate faculty at Indiana 
University Health’s Charles Warren Fairbanks Center 
for Medical Ethics in Indianapolis. 

Culturally, use of POLST requires recognition 
that there are limits to what providers can do, says 
Hickman, and a willingness to talk about difficult 
decisions.

“We are starting to see more attention to the need 
for difficult discussions, as well as increased train-
ing opportunities to help health care providers build 
skills,” says Hickman. “But more work is needed to 
help ensure high-quality decisions.”

Many misconceptions

POLST is often confused with an advance directive, 
says Patricia A. Bomba, MD, FACP, program direc-
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tor of New York’s medical orders for life-sustaining 
treatment (MOLST), an endorsed POLST program 
launched in 2004. It is often not recognized that 
there are different target populations for the differ-
ent forms. 

“Ethicists should become educated themselves,” 
urges Bomba. “They need to understand the differ-
ence between advance directives and medical orders, 
the different appropriate populations for each type 
of form, and the processes for completing each.”

The main misconception about the POLST is that 
it is appropriate for individuals not near the end of 
life, according to Manne. “Although some states 
have adopted laws recommending the form for 
people with up to five years of life expectancy, this 
is not a proper use of the form,” he says. 

As with many end-of-life discussions and orders, 
the potential exists for patients, family members, 
and even providers to forget that the patient always 
has the right to change their mind and revoke such 
forms, says Blackwelder. 

“From my perspective, such forms create a forum 
for discussion, and a reminder that the health care 
team should always explore these issues and verify 
preferences,” he says.

One out of seven POLST forms entered in the 
Oregon registry are revisions of an existing form. 
“The message that you can change your mind at 
any time needs to be clear,” says Tolle. “It’s not 
unusual to fill out more than one POLST form as 
you are nearing the end of your life.” 

Another common misconception is that POLST 
is focused only on limiting treatment. “This isn’t 
about saying you can’t have treatment — it’s about 
documenting what treatment you want,” says Tolle. 
“Lots of people who are not really close to death 
are marking ‘yes’ to CPR.”

Many hospitals and systems do not have bioethi-
cists on staff, but they may have an ethics commit-
tee. “Such committees will need to be involved in 
the education about and use of POLST forms,” says 
Blackwelder.

Communities vary in terms of aggressiveness of 
practices at the end of life, notes Tolle. “National 
ethics leaders need to move beyond saying patients 
have a right to have their wishes respected, and 
make sure it’s happening in the community where 
they live,” she urges. “The time is now and the tools 
are here.”   
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Can bioethicists help  
to decrease preventable 
readmissions?
Movement to formalize role of family caregivers 

Family caregivers often find themselves unable 
to care for a patient after a hospital discharge, 

but health care providers are typically completely 
unaware of the problem.

“It may be because of the family caregiver’s job 
responsibilities or their own health, or any num-
ber of reasons. It’s better to know those barriers 
upfront,” says Carol Levine, director of United 
Hospital Fund’s Families and Health Care Project in 
New York City. 

A 2012 study found that more than one-third of 
caregivers wanted more training on wound care.1 
“If wound care is part of the discharge plan, the 

EXECUTIVE SUMMARY

Bioethicists can advocate for improved communication 
with family caregivers when a patient is going to be 
discharged from the hospital.
• Health care providers are often unaware of a family 
member’s inability to provide needed care. 
• Many patients who access “safety-net” public hospi-
tals have worse outcomes of hospitalization, including 
readmissions.
• Bioethicists can advocate for more partnerships be-
tween hospitals and community-based programs.
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such as systems not properly identifying the family 
caregiver. “They can be a very strong voice to make 
sure the patient’s and family’s views are heard,” says 
Levine. “They can be the mediator between more clini-
cally-oriented people and the patient and family.”

Gaps are overlooked

Hospital-based discharge interventions that focus 
on traditional aspects of care may overlook social 
and functional gaps in post-discharge care at home 
for vulnerable older adults, according to a 2014 
study.3

Researchers interviewed 24 vulnerable older 
adults in a patient-centered qualitative study, in 
which participants described their experiences of 
recovery at home and their needs for successful 
transition. 

The study’s findings reinforced that many patients 
who access “safety-net” public hospitals have worse 
health and worse outcomes of hospitalization — 
including but not limited to readmission, says S. Ryan 
Greysen, MD, the study’s lead author and an assistant 
professor of medicine at University of California — 
San Francisco.

“They live in unhealthy areas with poor social sup-
port and inadequate resources to get well and stay 
well, or at least maintain a certain level of health, as 
opposed to continually worsening with their chronic 
conditions,” says Greysen.

Bioethicists could advocate for more partnerships 
between hospitals and community-based programs, 
he suggests. “There is an ethical obligation to do a 
better job of guiding patients and families through the 
post-discharge period, as a matter of beneficence,” 
says Greysen.   
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last thing you want is a situation in which it’s done 
poorly, because that will end badly for everybody,” 
says Levine.

Some preventable readmissions occur simply 
because family caregivers aren’t involved with care 
planning before the day of discharge, she says. 

“A lot of times, there is a lot of disrespect, even if 
unintended, shown to patients or family caregivers, 
based on providers’ frustration,” adds Levine. “The 
attitude is, ‘This has got to get done and you’re the 
one who’s got to do it.’”

Tool formalizes role

A new tool for hospitals, Understanding and 
Enhancing the Role of Family Caregivers in the 
Re-Engineered Discharge, prepared by United 
Hospital Fund in collaboration with Project RED at 
Boston University Medical Center,2 formalizes the 
role of family caregivers.

“Involving families before discharge supports 
patient- and family-centered care, which views the 
patient not as a collection of diseases or conditions 
but as a whole person,” says Levine, one of the 
tool’s authors.

The tool structures the process of working with 
family caregivers into five steps: identifying the 
family caregiver, assessing the family caregiver’s 
needs, integrating the family caregiver’s needs into 
the after-hospital care plan, sharing family care-
giver information with the next setting of care, and 
providing telephone reinforcement of the discharge 
plan. 

“Many physicians and other health care provid-
ers have a rather negative attitude about families. 
They are worried they will be difficult to deal with 
or will somehow sabotage the care plan,” says 
Levine. The tool stresses how important commu-
nication with the patient’s caregivers is to prevent-
ing a needless hospital readmission. “This makes 
it more likely that the care plan will be followed 
and the patient won’t come back to the ED. It also 
allows family caregivers the opportunity to explain 
what they can and can’t do,” says Levine. “It’s 
not a consent process, but at least it gives them a 
voice.”

Giving family caregivers an opportunity to par-
ticipate in care planning is “a matter of justice,” 
according to Levine. “If you are going to put a 
responsibility on somebody, you ought to let them 
have a say in whether they can do this or not,” she 
says. “The health and well-being of the caregiver is 
certainly an ethical issue as well.”

Bioethicists can help to identify systemic problems, 
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Experience with  
end-of-life care makes
advance care planning 
more likely

Older individuals who have experience with 
end-of-life care of others demonstrate 

greater readiness to participate in advance care 
planning, according to a recent study.1

Of 304 participants, 84% had one or more 
personal experiences or experience with oth-
ers. This was associated with greater readiness 
to complete a living will and health care proxy, 
discuss life-sustaining treatment with loved ones, 
and discuss quantity versus quality of life with 
loved ones and with physicians.

Halima Amjad, MD, MPH, the study’s lead 
author, was surprised that personal experiences 
with serious illness or surgery were not associated 
with increasing readiness to engage in most forms 
of advance care planning. Amjad is a post-doc-
toral fellow at Johns Hopkins University School 
of Medicine’s Division of Geriatric Medicine and 
Gerontology in Baltimore, MD. 

“Intuitively, it would make sense that for 
an older adult, having his or her own personal 
illness experience might lead to reflection on 
end-of-life care and outlining or discussing what 
treatments would or would not be accepted,” 
she says. However, it was the end-of-life expe-
riences with others that were associated with 
greater readiness to participate in advance care 
planning rather than personal experiences. 
“Actually witnessing end-of-life care and deci-
sion-making may be more important than an 
older individual’s own illness experience,” says 
Amjad.

Another surprising finding was that knowing 
someone who had a bad death due to too little 
medical care was associated with greater readi-
ness to complete a living will and/or health care 
proxy, and to discuss life-sustaining treatment 
and quantity versus quality of life with loved 
ones. 

In contrast, knowing someone who had a bad 
death due to too much medical care was associ-
ated with increased readiness for only one of six 
advance care planning behaviors — discussing 
quantity versus quality of life with a physician. 

 

“We typically think of advance care planning as a 
way to limit unwanted interventions at the end of 
life, so this finding was the opposite of what we 
expected,” says Amjad. 

It was unclear whether participants felt that 
loved ones died with uncontrolled symptoms, and 
therefore received too little medical care, or if they 
were motivated to specify life-sustaining treatments 
they would accept at the end of life. 

“For bioethicists often grappling with diffi-
cult end-of-life issues, advance care planning can 
address some of the most pressing questions and 
allow individuals to make their wishes known when 
they cannot speak for themselves,” says Amjad. 
“It is unfortunately still underused.” She says the 
study’s findings have these implications for bioethi-
cists:

• In discussing advance care planning and end-
of-life care with individuals, a discussion of their 
previous experiences with loved ones, rather than 
focusing on personal illnesses, may be more pro-
ductive. 

• Recognition that individuals without prior end-
of-life experiences with others may be less ready 
to engage in advance care planning can help tailor 
these important discussions to each individual and 
his or her stage of readiness.

• Bioethicists can promote advance care plan-
ning with other providers who may be interacting 
with older patients and conducting end-of-life care 
discussions, including health care providers, social 
workers, and chaplains. 

These providers should be encouraged to step 
back, reflect with the older patient on end-of-life 
experiences he or she has had with others, and 
assess how ready the individual is to engage in 
different forms of advance care planning, advises 
Amjad.

“Rather than using a generic script or starting 
with discussion of the patient’s own health experi-
ences, this approach may lead to a more individual-
ized and fruitful discussion on extremely important 
issues,” she concludes.   
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Ethics at forefront  
of predictive genetic  
testing in children 
Change in recommendation caused “firestorm”

The Clinical Sequencing Exploratory Research 
Consortium’s Pediatrics Working Group com-

pared recent recommendations on predictive genetic 
testing of children from the American Academy of 
Pediatrics (AAP) and American College of Medical 
Genetics and Genomics (ACMG). The group focused 
on operational and ethical issues specific to decision 
making for children.1

“The big debate is about the goals of testing, and 
who decides it,” says Ellen Wright Clayton, MD, JD, 
a member of the work group. Clayton is also Craig-
Weaver Professor of Pediatrics and professor of law 
at Vanderbilt University’s Center for Biomedical 
Ethics and Society in Nashville, TN. 

The position taken in the AAP/ACMG paper is 
that predictive genetic testing should not be done 
unless intervention to protect the health of the child is 
needed before adulthood.2

“A major justification for this position is that chil-
dren may not want to know when they reach adult-
hood, a decision many adults make,” says Clayton. 
“They make some cautious exceptions in the case 
of adolescents who want testing, and serious family 
distress.”

In contrast, a separate ACMG policy statement 
concerning reporting of “incidental findings” when 
genomic sequencing is performed as a diagnostic 
test justifies predictive genetic testing for adult-onset 
disorders — even when not needed for the child’s per-

sonal health care during childhood, in order to make 
the information available to other family members 
who may be at risk.3

“They argue, among other things, that there is ben-
efit to the child in having adult relatives not get sick,” 
says Clayton.

 Both organizations agree that information on a 
non-treatable disorder such as Huntington’s disease 
should not be reported, and that variants should not 
be reported if it’s unclear whether the disorder would 
cause problems or if it is not known if the particular 
variant clearly causes disease.

“What has changed is that for a select group of 
disorders that you know can cause significant mor-
bidity or mortality, and where if you knew about it, 
you could take some sort of action, there is a recom-
mendation to test for and report these in children 
undergoing clinical exome sequencing,” says Gail E. 
Herman, MD, PhD, FACMG, FAAP, president of the 
ACMG. 

The ACMG recommendation is that, for these 
specific conditions, the benefit to the family and pos-
sibly future health of the child outweighs the concern 
regarding testing a child for an adult-onset disorder. 
“We would not specifically perform a single gene 
test in a child for these adult disorders unless they 
were symptomatic,” says Herman. “However, when 
exome sequencing is performed, the data are there 
and can be analyzed.”

The ACMG now recommends testing for and 
reporting of 56 disease-associated variants for 24 
adult-onset disorders, mostly inherited cancer syn-
dromes and cardiovascular disorders. “It caused a 
firestorm. Ethicists, lawyers, and some clinicians were 
very upset about this whole issue,” says Herman.

At the ACMG’s March 2014 annual meeting, the 
recommendations were updated to allow for families 
to opt out of receiving this information when they 
give consent for the original genetic testing.4

Incidental findings from the ACMG’s list would 
likely be reported for 2%-3% of children tested, 
according to recent studies.5,6 “It’s not huge, but it is 
still significant as people do more and more of this,” 
says Herman. “We’ve done over 100 clinical exome 
tests at our own institution. Some of the larger centers 
have done over 1000 as a clinical test.”

Even now, some well-informed families are asking 
about risks of finding other disorders when this type 
of testing is performed, reports Herman.

Ethicists should participate on panels that review 
the results of whole exome and genome sequencing, 
advises Herman. “They should talk about it to medi-
cal students, and to the public, and other providers,” 

EXECUTIVE SUMMARY

The American Academy of Pediatrics (AAP) and Ameri-
can College of Medical Genetics and Genomics (ACMG) 
recommended in 2013 that predictive genetic testing for 
adult-onset disorders should not be done in children.
• A subsequent ACMG statement recommends predic-
tive genetic testing for a select group of adult-onset 
disorders when clinical exome or genome sequencing is 
performed on a child.
• The primary ethical issues are who defines the best 
interest of the child and to what extent can the interest 
of others supersede the child’s interest.
• Bioethicists can serve on panels analyzing test results 
and help families understand the implications of testing.
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she says. “There is a lot of work to be done educating 
everyone as the technology advances.”

Balance benefits and harms

The overriding principle of the 16 recommenda-
tions in the March 2013 statement, Ethical and Policy 
Issues in Genetic Testing and Screening of Children, 
is that the best interests of the child should be the 
primary standard with which to make decisions, 
says Jonathan M. Fanaroff, MD, JD, director of the 
Rainbow Center for Pediatric Ethics at Rainbow 
Babies & Children’s Hospital in Cleveland, OH.

“From an ethical standpoint, genetic information 
can provide medical benefits and medical harms, 
as well as psychosocial benefits and psychosocial 
harms,” he says. When making decisions for others, 
providers must balance the potential benefits against 
the potential harms before deciding to proceed with 
predictive testing, emphasizes Fanaroff. 

When the condition being tested for is a childhood-
onset condition, the parents are generally able to 
authorize such testing, along with the assent of the 
child, it is hoped, if he or she is old enough to do so, 
he says. 

“When the condition being tested for is an adult-
onset condition, and there is nothing to be done in 
childhood that may decrease morbidity, predictive 
testing should generally be deferred until that child is 
old enough to choose for themselves whether to get 
tested,” says Fanaroff.

The primary ethical issues, says Clayton, are who 
defines the best interest of the child and to what 
extent can the interest of others supersede the child’s 
interest. “This is very much going to be debated,” she 
says, pointing to a new grant opportunity from the 
National Institutes of Health to explore the benefit 
of expanding the definition of “benefit of treatment” 
beyond the traditional medical model, in the context 
of newborn screening.

“It’s one thing when you have a family that knows 
they are at risk. Then you can have a conversation 
about this,” says Clayton. “But to do additional test-
ing, as proposed by the ACMG, is really opportunity 
screening.”

Another issue is how parents can make informed 
decisions about preventive genetic screening.

“When testing is performed on a child, the choice 
of whether or not to test at all is taken away from 
that individual, and this is a significant decision,” says 
Fanaroff. Many adults, when offered genetic testing 
for untreatable conditions such as Huntington’s dis-
ease, choose not to get tested, as they would rather 
not know the information.

Many patients and family members have very limited 
understanding of genetics. They may, therefore, under-
estimate the impact of the decisions they are making 
with respect to predictive genetic testing, says Fanaroff. 

“Bioethicists can help families understand the 
implications of choosing whether a child gets tested or 
not, and can help advocate for the best interests of the 
child,” he advises.   
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Controversy over  
“comfort feeding only” 
for dementia patients
It’s a “very contentious area” 

Should advance directives enable people with advanced 
dementia to refuse food and water as a way of has-

tening death? A 2014 paper examined this issue.1 
“It’s a very contentious area. There are big ethi-

cal controversies,” says Paul T. Menzel, PhD, co-
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author of the paper and professor of philosophy 
emeritus at Pacific Lutheran University in Tacoma, 
WA. Menzel is also affiliate professor in University 
of Washington’s Department of Bioethics and 
Humanities.

Menzel’s interest in the issue stemmed from see-
ing a number of people over the years who had very 
much wanted their lives not to extend into long years 
of progressive dementia, “and then lo and behold, 
that would happen.”

In some cases, this even occurred when individuals 
had well-equipped proxies, made their wishes clear 
to family members, and had a plan of action in place. 
“These situations often do not have the kind of acute 
crises where, because they had an advance directive of 
withholding life-sustaining treatment, their life would 
end,” says Menzel. Years may pass without an acute 
care incident.

“The clash that occurs then is that you have a 
person who, at that time, is not consciously holding 
the view that it would be best if their life didn’t end 
in years of this, and that it would be better if it ended 
sooner,” he says. The individual with dementia isn’t 
cognitively capable of having such wishes, Menzel 
explains, although he or she had expressed these 
wishes strongly in the past, and in a certain sense, 
they are still theirs.

“So you’ve got a tremendous clash between treat-
ing a person only on the basis of their current expe-
rienced interest, and caring for them on the basis of 
their past wishes,” he says.  

Menzel argues that if the patient’s past wishes 
aren’t taken into account at all, “we are treating them 
as a person who has never been competent. If we 
treat them only as the incompetent person they are 
now, and nothing more, I don’t think that is proper 
treatment of a human being.”

While past wishes don’t automatically trump the 
patient’s current experienced interests, says Menzel, 

they can outweigh them. “When do they outweigh 
them? That’s the question,” he says. He believes that 
at some point in severe dementia, it happens, when 
survival no longer holds much, if any, subjective value 
to a person.   

It’s well-known that progressive dementia will ulti-
mately lead to feeding problems, notes Menzel. The 
question is how much assistance providers should then 
give. “There are a lot of very determined and artful 
things that a caregiver can do to get a person to eat,” 
he says. 

A 2003 study of Oregon hospice nurses reported 
that the number of patients under their care who had 
chosen to die by not eating was greater than the number 
of patients who had chosen to die by physician-assisted 
suicide.2 “Dying by not eating is not uncomfortable, and 
some people actually find it better and more comfort-
able than lethal aid-in-dying,” says Menzel. 

No specific guidelines

Could dying by not eating be accomplished in severe 
dementia by advance directive? One challenge is to 
make advance directives clear enough for providers to 
act on them, says Menzel. 

Courts have long determined that patients have the 
legal right to refuse medically assisted tube feeding 
because it is considered medical treatment. Competent 
patients can also refuse to eat. “But nursing homes still 
usually see food and water as personal care, not the 
kind of treatment that is covered by an advance direc-
tive,” says Menzel. 

It is perfectly legitimate to provide only enough 
feeding to keep a person comfortable, not to keep 
them alive long-term, if residents have a directive or 
clear directions from a proxy stating “comfort feeding 
only” for severe dementia, says Menzel. “Such ‘com-
fort feeding only’ need not be a violation of good care. 
It is already the practice in some nursing homes, but it 
may become more widespread.”

Actual practice guidelines on respecting advance 
directives that specify no food and water by mouth 
when an individual reaches a defined stage of severe 
dementia are likely to come only after cases have made 
their way through the court system, however. 

“But legal rulings on this may be a long time in 
coming,” says Menzel. “The circumstances it would 
take to get a legal battle on this are probably fairly 
rare.”

Aggressive care as defaults

Daniel Brauner, MD, associate professor of 

EXECUTIVE SUMMARY

Advance directives enabling people with advanced 
dementia to refuse food and water as a way of hastening 
death are controversial.
• The individual with dementia isn’t cognitively capable 
of having such wishes, although he or she had expressed 
these wishes in the past.
• One challenge is to make advance directives clear 
enough for providers to act on them.
• Patients have the legal right to refuse medically  
assisted tube feeding, but nursing homes tend to see 
food and water as personal care.
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medicine and co-director of the bioethics consul-
tation service at University of Chicago, says that 
if a person has an advance directive that says to 
withhold food and water if he or she has severe 
dementia, then it should be respected if the patient 
is no longer expressing any desire to eat or drink. 

“My only problem is that you shouldn’t need an 
advance directive,” he says. “Feeding tubes have been 
clearly shown not to improve matters in persons with 
advanced dementia and who have stopped eating.”

If a patient with advanced dementia stops eating, 
the standard of care should be to offer them comfort 
feeding, argues Brauner. The real problem, he says, is 
that patients shouldn’t need to decide in advance that 
they don’t want unhelpful therapies. 

“We have had enough experience with [gastros-
tomy] tubes to realize that they are not indicated in 
patients with advanced dementia who stop eating,” 
says Brauner. 

A choice between a therapy that doesn’t help you, 
and withholding that therapy, is not really a choice at 
all, says Brauner. “Framing it as a choice maintains 
the illusion of patient autonomy,” he says. “But it just 
reinforces the notion that we really do have a therapy 
that can help you — and puts the onus on the patient 
and their ‘values,’ to decide.” 

Patients are forced to opt out with advance direc-
tives to forego therapies that don’t make sense to begin 
with, according to Brauner. “Without opting out, 
patients are given aggressive care as defaults,” he says. 
“The advance directive paradigm doesn’t really work.” 

Patients need to choose a durable power of attor-
ney to help them make decisions in the future when 
they can’t, says Brauner, “but the real answer is to 
improve medical care in the present — care that 
moves away from the default application of ineffica-
cious therapies.”   
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Organ donation consent 
rates much lower among 
minorities 
Certain groups less likely to consent, but  
reasons unclear

T  he number of Hispanic Americans on the U.S. 
organ waiting list has more than doubled, but that 

population is still 60% less likely than whites to donate 
organs, according to a 2014 study.1

In a 2013 study, researchers used data provided 
by the Organ Procurement and Transplantation 
Network to analyze the 35,823 organ procurement 
organization-reported eligible deaths from January 
1, 2008, to October 31, 2011. “We did the study, 
in part, to validate, confirm, or refute smaller stud-
ies which showed lower consent rates in blacks and 
Hispanics,” says David S. Goldberg, MD, MSCE, 
the study’s lead author and an instructor at Perelman 
School of Medicine at the University of Pennsylvania in 
Philadelphia.

The researchers confirmed these previous findings, 
and also reported a significant lower consent rate 
among Asians. It was unclear, however, whether lower 
consent rates were due to cultural beliefs, or whether 
they were due to problems with communication, lan-
guage barriers, or lack of information. 

“Due to the nature of the data, we couldn’t neces-
sarily pinpoint the exact reasons why certain racial or 
ethnic groups are less likely to consent,” says Goldberg.

Qualitative research, including interviews with 
families who have consented and those who haven’t, 
is needed to determine this, according to Goldberg. 
“Bioethical research can help in this regard, to help to 
empirically evaluate the internal and external influences 
which may alter a family’s decision to consent to dona-
tion,” he says. 

EXECUTIVE SUMMARY

Organ donation consent rates are significantly lower 
among Hispanics, blacks, and Asians compared to 
whites, according to recent studies.
• It unclear if lower consent rates are due to cultural 
beliefs or communication problems.
• Other research reported lower transplant rates in His-
panic and Asian patients. 
• Qualitative research is needed to determine the reason 
for lower consent rates.
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Differences in access

A 2010 study evaluated the outcomes of patients 
placed on the waiting list for liver transplant after a 
change in allocation policy occurred in 2002.3 It was 
determined that the model for end-stage liver disease 
(MELD) score reliably predicted mortality on the liver 
transplant waiting list. 

“This was thought to be a more objective allocation 
policy method, as two patients with the same MELD 
score had the same risk of dying, and, therefore, should 
have equal access to transplant regardless of other fac-
tors,” explains Amit K. Mathur, MD, MS, the study’s 
lead author. Mathur is assistant professor of surgery 
and senior associate consultant for transplant surgery 
at Mayo Clinic in Phoenix, AZ. 

The goal was to remove the subjectivity from 
the assessments used to assign waiting list priority.  
“Additionally, it prevented gaming of the system,” says 
Mathur. The concern was that doctors could admit 
their patients in order to increase their wait list priority. 

“The study findings were quite surprising, actually,” 
says Mathur. In the pre-MELD era, there were notable 
disparities in access to transplant from the waiting list, 
with African-American patients transplanted at a much 
lower rate than Caucasian patients. 

“We found that after adjusting for where patients 
live, there was no significant difference in liver trans-
plant rates between African-Americans and white 
patients,” says Mathur. 

The researchers did find, however, that Hispanics 
had a significantly lower transplant rate than non-
Hispanic white patients. Asian patients with the highest 
MELD scores had lower transplant rates compared to 
their white counterparts. “These findings are concern-
ing,” says Mathur.

Approaches on horizon

Having more organ donors overall would increase 
access to transplant in general, says Mathur. However, 
empirical bioethical work is needed to understand the 
underlying reasons for racial and ethnic differences in 
consent rates.

“I think technologies to increase utilization and 
optimize liver transplant outcomes from otherwise 
marginal organs, such as livers with excess fat content 
or those recovered after cardiac death, have significant 
promise to increase donor yield,” he adds.

There are regulatory and payer issues that threaten 
innovation on other fronts, says Mathur, particularly 
in living donor liver transplantation. 

“Whatever gets proposed for organ allocation, at 
the end of the day, we are trying to allocate a scarce 

resource,” says Mathur. “Balancing individual justice 
to transplant the sickest patient first must be balanced 
with utility.”   
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FDA holds hearings on 
new method of assisted 
reproduction

Ethical concerns were voiced during the Food and 
Drug Administration’s (FDA) February 2014 

hearings on oocyte modification in assisted reproduc-
tion for the prevention of transmission of mitochon-
drial disease. 

“The goal of the hearings was to determine 
whether any additional research is needed before 
proceeding to clinical trials,” says Mark V. Sauer, 
MD, division chief of reproductive endocrinology and 
infertility at Columbia University Medical Center in 
New York City, who attended the hearings. Sauer is 
a member of the American Society for Reproductive 
Medicine’s Ethics Committee.

As a researcher who is looking to extend mito-
chondrial manipulation trials into the clinical arena, 
Sauer sees the FDA hearings as a missed opportunity. 
“As is commonly the case with innovative technolo-
gies involving cell manipulation, the focus was on the 
abuse and dangers of the technology,” he says.

Profound ethical challenges

The FDA stated that looking into ethical issues 
involved in mitochondrial manipulation is not part of 
their mandate. “But it creeps in, because this is such a 
big issue. This is one of the most controversial areas of 
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human genetic technology,” says Marcy Darnovsky, 
PhD, executive director of the Center for Genetics and 
Society in Berkeley, CA. 

Altering genes that are passed down to future 
generations is prohibited by more than 40 countries, 
she notes. “When policymakers, scientists, and bio-
ethicists looked at this issue and decided that it made 
sense to prohibit it, the main reason is to avoid high-
tech eugenics,” says Darnovsky. “This would be a 
precedent for genetic modifications of other kinds.”

A different standard is used to evaluate the safety 
and efficacy for a patient facing a terminal diagnosis 
with no other options, she argues. “You do risky 
experiments on people when you are trying to save 
people’s lives. This is not the case here. This doesn’t 
alleviate the suffering of anybody with mitochondrial 
disease,” Darnovsky says. 

Darnovsky says that there is a need to weigh the 
benefit “of having a genetically related child, appli-
cable to very few people, against the profound social 
and ethical challenges that this presents.”

Only a small subset of women with mitochon-
drial diseases would be candidates for mitochon-
drial manipulation, she adds, raising the question of 
whether there would be enough people to enroll in 
the clinical trial. “Many scientists have asserted that 
such a move at this time would put women and chil-
dren at risk,” adds Darnovsky. 

Issues were lost

The hearing’s goals of understanding where the 
technology is, what it promises to do, and whether or 
not it is ready for translational research to the bedside 
was “somewhat lost” during the FDA public forum, 
according to Sauer.

Sauer has done previous controversial research, 
such as using assisted reproduction to achieve post-
menopausal pregnancies and defending the payment 
of egg donors as research subjects. “So I am sensitive 
to the concerns of the public. Not everyone agrees 
with how we practice assisted reproductive technol-

ogy,” he says. “But this has been a world-class effort 
of scientists coming together with clinicians with a 
common goal.”

The research has been carefully reviewed by the 
researchers’ own institutional review boards and 
ethics committees, adds Sauer. “What I and my col-
leagues are hoping for is an understanding not just of 
our work, but of others, and a dialogue on how we 
can move it along,” he says.

Although the FDA has not issued an official ruling 
yet, the consensus seemed to be heading in the direc-
tion of recommending that more research be done 
before going ahead with clinical trials. 

“But how much research is going to placate their 
worry?” Sauer asks. “When you do innovative work, 
you do get to a point where you have to take some 
risks. That is why it’s so important that it’s done cor-
rectly.”

Sensational headlines such as “three-parent IVF,” 
“designer babies,” and “cloning technology” are 
counterproductive to the advancement of science, 
adds Sauer. “All that does is just make people think 
that what we are really doing here is trying to clone 
human beings,” he says. “That is not even remotely 
or tangentially related to what we are doing.”

While some regulators, in closed-door conversa-
tions, encouraged the researchers to continue their 
work, Sauer says it’s questionable how long that 
can continue when progress is being made in other 
countries. Mitochondrial replacement has been under 
consideration in Britain for some time, and may be 
approved there at some point in the near future. 

“Restraint is not always a bad thing,” says Sauer. 
“But to say ‘Based on what they do, then maybe you 
can do it,’ when we are in a better position to advance 
the science, that’s a sad day,” he says.    
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EXECUTIVE SUMMARY

The Food and Drug Administration recently held hear-
ings on mitochondrial manipulation to determine 
whether additional research is needed before proceed-
ing to clinical trials. Ethical concerns include:
• Sensational headlines may result in misconceptions.
• Few women with mitochondrial diseases would be 
candidates for mitochondrial manipulation.
• There is a possibility of setting a precedent for other 
types of genetic modifications.
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1. Which is true regarding the effectiveness of POLST 
forms in honoring patients’ wishes for end-of-life care, 
according to a 2014 study?

 A. Patient wishes were rarely honored outside the 
nursing home setting.

 B. Most patients with orders for “comfort measures 
only” had to be transferred to the hospital anyway.

 C. Individuals who marked “full treatment” on the 
POLST form had a higher rate of death in the hospital 
than those who had no POLST form at all.

 D. POLST forms were only effective for honoring 
wishes of patients who wanted to limit treatment.

2. Which is true regarding advance directives of indi-
viduals with severe dementia, according to Paul T. 
Menzel, PhD?

 A. It is unclear whether patients have the legal right 
to refuse medically assisted tube feeding.

 B. Nursing homes consider food and water as treat-
ment that is covered by an advance directive. 

 C. There is evidence that feeding tubes improve out-
comes in persons with advanced dementia who have 
stopped eating.

 D. Comfort feeding only for patients with severe 
dementia is already the selective practice in some 
nursing homes.

3. Which is true regarding organ donation consent rates, 
according to a 2014 study?

 A. Hispanic-Americans are 60% less likely than whites 
to donate organs.

 B. Consent rates in blacks and Hispanics have signifi-
cantly increased.

 C. Asian-Americans have higher consent rates than 
any other racial or ethnic group.

 D. There is no evidence of any disparity in organ do-
nation rates in any particular racial or ethnic group.

4. Which is true regarding recommendations on predic-
tive genetic testing in children from the American 
Academy of Pediatrics (AAP) and American College of 
Medical Genetics and Genomics (ACMG)?

 A. Both organizations recommend that information 
on Huntington’s disease should always be reported.

 B. Both organizations agree that variants should 
always be reported, even if it’s unclear if the particular 
variant causes disease.

 C. The AAP’s position justifies testing for adult-onset 
disorders in most cases.

 D. The ACMG justifies predictive genetic testing for 
adult-onset disorders even when not needed for the 
child’s personal health care during childhood.


