
Sick and dying kids don’t get 
appropriate end-of-life care
Last Acts coalition proposes blueprint for pediatric palliative services

Hospitals and health systems across the country struggle with
providing compassionate care for patients with chronic, life-
threatening conditions. When should physicians talk to termi-

nally ill patients about planning for the end of their lives? How can
providers balance aggressive measures with the need to treat and pre-
vent pain and suffering? What about the special needs faced by the
families caring for these patients?

When the seriously ill patient is a child, the problems are even
more daunting.

A recently released report from the Institute of Medicine (IOM),
When Children Die: Improving Palliative Care at the End of Life Care for
Children and Their Families, indicates many children who die in this
country never receive palliative care. 

“The Institute of Medicine report confirms what we would rather
ignore. Children do die, and thousands of children in America live
with life-threatening conditions,” says Cynda Hylton Rushton, DNSc,
RN, FAAN, assistant professor of nursing and faculty member of the
Phoebe Berman Bioethics Institute of the Johns Hopkins University in
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Baltimore. “The report chronicles how our system
fails to meet the specialized needs of children and
their families.”

Children are not simply little adults. They and
their families have different needs from adults
facing the end of life, she adds.

For example, almost half of all child deaths
occur in the first year of life, which means par-
ents must begin dealing with their child’s death
very soon after — and sometimes at the same
time — they are preparing for the beginning of
his or her life.

For older children, unintentional and intentional
injuries are the leading causes of death. So, efforts to
improve care for children and support for bereaved
families must extend to emergency first-response
personnel, including police, emergency depart-
ments (ED), and staff of medical examiners’ offices.

Unlike older adults, health insurance coverage
for children varies significantly from plan to plan.
Obtaining coverage of palliative, bereavement,
and end-of-life services can be very difficult.

“The report found major obstacles toward find-
ing the kinds of quality, sensitive care that all of us
believe should be provided to these children and
their families,” agrees Richard E. Berhman, MD,
JD, executive chair of the pediatric education
steering committee of the Federation of Pediatric
Organizations, clinical professor of pediatrics at the
University of California, San Francisco and Stanford
University, and member of the IOM. “First, there is
limited knowledge. There is paucity of research in
this area. And second, there are financial and orga-
nizational barriers where these children face chal-
lenges obtaining quality care. Third, there are major
deficits in the education system, both of health pro-
fessionals and other individuals, and their ability in
communities to deal with these problems.”

On the positive side, the report also demon-
strates the capacity of a few individuals and orga-
nizations to overcome these obstacles, at least in

part, and to point the way to improving the
system, he adds.

There are innovative programs around the
country that are beginning to address the differ-
ent needs detailed in the report, Rushton notes.

Last Acts, a national coalition of health care
providers, policy experts and advocates, is work-
ing with a number of health care professional
organizations to publicize efforts to improve
pediatric palliative care. Shortly after the release
of the report, the organization held a press con-
ference to provide precepts, or a blueprint for fur-
ther action. (See related story, p. 100.)

The precepts were adapted from a set of adult-
focused guidelines that were conceived by the
three organizations as a way of integrating pallia-
tive care into all specialty areas, says Rushton.

“The next step for the precepts will be to partner
with organizations in medicine, social work, child
life, chaplains, and other committed individuals to
refine them for national distribution,” she explains.

Another important effort, is the Initiative for
Pediatric Palliative Care (IPPC), an education,
research, and quality-improvement program
aimed at enhancing family-centered care for chil-
dren with life-threatening conditions and their
families. IPPC is administered by the Education
Development Center in Boston and is a collabo-
rative effort between eight academic children’s
hospitals and several partnering organizations,
such as the National Association of Children’s
Hospitals and Related Institutions (NACHRI),
the New York Academy of Medicine, and the
Society for Pediatric Nurses.

“The institutions are involved in specific action
plans that they are implementing to improve some
aspect of palliative care,” Rushton says. “The pro-
jects include a survey of nearly 800 clinicians from
children’s hospitals regarding their knowledge and
attitudes about caring for children with life-threat-
ening conditions, two smaller interview studies are
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a part of that and include parents and clinicians 
of children who’ve died, and a separate effort to
develop an institutional self-assessment tool to help
hospitals evaluate how they are providing pediatric
palliative care and to target areas of improvement.”

More information is available on the initiative’s
web site at www.ippcweb.com.

“The IOM report is a reminder that we are not
yet able to change the fact that nearly 50,000 chil-
dren die every year in America,” Rushton states.
“We can, however, change the quality of their life
as death approaches.”

Getting palliative care covered

A significant obstacle to improving care for
critically ill kids is the fact that services such as
care coordination, hospice, home health, and
bereavement and grief counseling are poorly cov-
ered by private health plans and, in many cases,
by state plans designed to offer benefits to under-
insured children.

Palliative care specialists at Children’s Hospital
and Regional Medical Center in Seattle have
joined with two of the states largest private pay-
ers to design an innovative demonstration project
to encourage reimbursement for palliative care
services, says Ross Hayes, MD, director of the
hospital’s palliative care program.

“We have worked together with Blue Cross,
which is Primera in Seattle, and Blue Shield, which
is Regions there, and the Washington State Depart-
ment of Social and Health Services’ medical assis-
tance program to address [the needs of] children
who have life-limiting illnesses,” he explains.

First, the group surveyed families of sick chil-
dren to find out what their most pressing needs
were. The answer: care coordination.

“One mother said, ‘I have health care profes-
sionals crawling all over my child; it is an army,
and I need a general to direct all of this care,’”
Hayes notes. “One way or another, we heard this
over and over again.”

They decided to establish a case manager in
the community for each family and child, and
also another case manager at the insurance plan
that covered that child. Both case managers
worked together to coordinate care for the child.

“Now, we had a case manager, usually a hos-
pice nurse who is accurately able to assess the

child’s and family’s needs on a day-to-day basis,
and we have an individual at the health plan who
is assigned to that family and they know the case
manager and they communicate,” he explains.

The second part of the program involved per-
suading the plans to adopt a policy of “flexible
administration” of the patient’s benefits, Hayes
adds.

“Flexible administration works like this: It is
like a house; it is what your employer bought for
you from the plan and it may include some things
and not others,” he explains. “It is a house that
has all kinds of walls, some of which are artificial
barriers that make delivery of care harder.”

For example, a patient who needs to go into
the hospice room must have a diagnosis of six
months or less to live. If they don’t, they must go
into another room in the house, he states. If the
patient wants hospice services, he or she must
give up curative treatments, like dialysis. If the
patient needs perfusion from home health, they
cannot get it from a hospice nurse, etc.

“We got the insurance plans to say, ‘We’ll keep
the house the same size, but we’ll tear down the
walls,’” Hayes says.

The project studied 30 families for three years
and found that the reimbursement design was a
win-win-win situation for the families, health
care providers and payers.

“What we found by doing the flexible benefits
administration was that by tailoring care to the
child’s individual needs, they were able to spend
the same amount of money and, in many cases,
spend much less,” Hayes explains. “And the fami-
lies felt they had better care, they had fewer visits
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to the ED, fewer intensive care stays. The providers
were happy because they didn’t have to fight with
the insurance plans all of the time.”

The project didn’t take rocket science, he
emphasizes, just the willingness of the health 
care providers and insurers to think outside the
box and be creative.

But how well will all of these different efforts,
and smaller efforts at other institutions, actually
improve palliative care for children and families
overall? asks Joanne Hilden, MD, chair of pediatric
hematology/oncology at The Children’s Hospital
of the Cleveland Clinic.

“How will we know if proposed solutions are
effective and if they give kids and families what
they need?” she says.

A well-organized evaluation process must be
built into each effort so that researchers can deter-
mine whether a project reached its goal and actu-
ally had the desired effect, Hilden explains.

“We need to put research teams, trained and
paid-for researchers, right where you put these
innovative solutions to ask the right questions,”
she says.

The Children’s Hospital at the Cleveland Clinic
participates in The Children’s Oncology Group, a
coalition of 248 institutions working to cure child-
hood cancer.

“We cure it 75% of the time,” Hilden notes. “That
is due to good clinical research. But 25% of children
aren’t cured. We need to organize the same level of
clinical research into pediatric palliative care for
those children and all of their moms and dads.”

The hospitals in the group are starting to do
that. Research projects include how to help par-
ents get and understand information about their
child’s condition; how best to do care coordina-
tion for seriously ill children; and how to manage
children’s pain and suffering at the end of life.

“We will start these efforts at just a few of the
institutions and get it right,” she says. “Then we
will disseminate what we have learned, in the
same way that we have disseminated curative
information.”

For more information:

• Pre-publication copies of the IOM report are available on
the web at: http://www.iom.edu/iom/iomhome.nsf/Pages/
Recently+Released+Reports. n

Helping parents is key in 
pediatric palliative care
Fear, exclusion mark most parents’ experience

Physicians and nurses who work with sick chil-
dren know that, in many ways, they are caring

for entire families instead of just a single patient.
Parents must make the major decisions about

their child’s treatment, but often they are dis-
traught and overwhelmed by the situation, 
and intimidated by the health care system.

But many parents of critically ill and dying
children still feel they must struggle to get coher-
ent information about their child’s condition and
to interpret that information in order to make the
best care decisions, says Deborah Dokken, MPA,
an advocate for improved pediatric end-of-life
care with the Initiative for Pediatric Palliative
Care (IPPC) in Newton, MA, and a parent who
has lost two children in infancy.

Parents want to be involved

Dokken’s first child, Abigail, was born prema-
turely at 25 weeks’ gestation and spent six months
in neonatal intensive care but died without ever
being discharged from the hospital. Her second,
Jonathan, also was born prematurely and lived
only a few hours after his birth.

Trying to fulfill their role as parents, when their
children were sick and fragile and under the con-
stant care of medical professionals, was a painful
and difficult task, Dokken says.

“We struggled with how to learn the system of
the hospital,” she explains. “When could you visit?
When were you expected to leave? To whom could
you direct questions? I actually remember practic-
ing the pronunciation of complicated medical terms
in front of the bathroom mirror at our home so that
I could fit in a little more.”

Although Abigail was very fragile and sick,
Dokken and her husband wanted to do loving
things such as sing lullabies, hold and comfort
her, give baths, and change diapers.

“But some things were not possible, some were
not allowed, and some were just uncomfortable,”
she recalls. “After all, who wants to sing lullabies
in an open room with an audience.”
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They struggled with changes in the providers
who cared for their daughter — residents and fel-
lows changed rotations, nurses changed shifts;
even the head of the unit changed each month
over the course of her six-month hospital stay.
“Just as we felt secure with someone, that they
knew Abby and knew us, then they would leave
and we’d have to start all over again with some-
one new.”

They were overwhelmed with conflicting
information about Abigail’s condition. The head
of the unit would be very positive about her
potential outcome, but another physician would
offer little hope. Lacking a medical background,
she and her husband found even daily updates
about her care were mostly confusing.

“When we were told decisions of ours required
review by an ethics committee, we felt frightened,
angry, and very alone,” she remembers. 

The hardest part was struggling to go on liv-
ing after Abigail had died, she says. “I still
remember coming home the day of her death,
with a plastic hospital bag filled with her belong-
ings — clothes, toys, lullaby tape. We entered our
house and simply didn’t know what to do with
our new status.”

Several of Abigail’s caregivers attended her
memorial service, but there was no way for the
Dokkens to maintain further contact with them.

“They had been like family during the six
months of her life,” she notes.

Care for grieving parents

Health care institutions, including dedicated
hospice programs, are often unprepared to deal
with parents who are grieving over very young
children who are critically ill, adds Lizabeth H.
Sumner, RN, BSN, director of the children’s pro-
gram at San Diego Hospice.

“We have a program [for children] as a direct
result of identified needs of parents,” she explains.
“We had parents who literally walked into our
front door at the hospice campus who were preg-
nant. They had named their babies, they knew
what their diagnosis was, they were aware of the
risks and the potential for the baby to die at or
soon after birth. We weren’t quite sure what to do
with them at first.”

It’s important for palliative care providers to

understand the special needs of these families,
she says. Palliative care and good end-of-life care
often need to emerge at the beginning of life and
throughout the trajectory of childhood illnesses.
“End-of-life care is not just about seniors dying in
nursing homes after a lengthy illness.”

Make the last moments count

San Diego Hospice has had to take the best
principles of palliative care — the prevention
and relief of suffering — and take them into the
uncharted territory of pregnancy, Sumner says.

“Parents aren’t even asking that everything in
the world be done to save their baby’s life,” she
explains. “But they are asking for the full mea-
sure of dignity and respect and the prevention of
pain and suffering. That suffering can be physi-
cal, emotional, and spiritual as well.”

Parents frequently tell her that they want to be
able to be a parent to their child, even if it is only
for a few moments, she relates. They want to do
the things like sing, hold, comfort, and make edu-
cated decisions about what care to provide and
what measures are unnecessary.

“We can often think about ways in which to
make this happen,” says Sumner. “We can craft a
birthing plan, which is, in a sense, a care plan for
the family. Not just, ‘Do I want my baby resusci-
tated or not?’ But the very subtle, incremental,
and emotional decisions that families must make
to find meaning and purpose and intimacy in that
experience.”

Lifetimes are really all the same; they all have a
beginning, middle, and an end, whether they last
years or minutes, Sumner says.

“It is about living in between, regardless of
how long the life, how long the illness,” she says.
“There needs to be emphasis on the quality of
that life and the integrity of that experience.”  n
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Researchers say more 
care is not always better
Process of care may play a part

Studies have shown that people in medically
underserved areas with limited access to

advanced technologies and specialists are more
likely to have higher rates of serious disease and
poorer health outcomes than those in areas with-
out shortages. So it should stand to reason that
the more providers and resources a region has,
the healthier the population will be. Right?

Not exactly, say researchers at the Center for
the Evaluative Clinical Sciences at Dartmouth
Medical School in Hanover, NH.

Utilization rates for expensive health services,
such as surgical procedures, specialist visits, and
intensive care stays, vary widely from region to
region in this country without a significant differ-
ence in mortality rates or medical complications
among patients living in different areas.

At some point, more doctors and hospitals sim-
ply leads to more treatments, not necessarily
improved health, says John E. Wennberg, MD,
MPH, the director of the center, which gathers
epidemiologists, economists, clinicians, statisti-
cians and sociologists to research how health care
is provided across the country.

“If you have a lot of antique stores in a particular
area, you don’t see people just buying more and
more antiques. You may have some of the stores
have a difficult time remaining in business,” he
explains. “But, with health care, the more providers
you have, the more services are performed.”

The question is: At what point are all the extra
services squandered at the expense of needed
care that isn’t available?

In the March issue of the policy journal Health
Affairs, Wennberg and colleagues present the
results of their study of Medicare expenditures
nationwide for a variety of health services.1

Their findings document that Medicare spend-
ing varies widely according to where seniors live,
even after correcting for differences in age, sex,
race, pricing differences, and health status. For
example, the difference in lifetime Medicare
spending between typical 65-year-olds in Miami
and Minneapolis is more than $50,000. In 1996,
the annual bill for traditional fee-for-service
Medicare in Miami was $8,414 — more than twice
the $3,341 spent in Minneapolis.

But seniors in Miami are not in significantly
better health or getting better treatments than
their northern counterparts.

The variation in spending and resources is not
just confined to older patients, however.

Neonatal intensive care disparities

A separate study, also performed by researchers
at the Dartmouth center but published in May in
the New England Journal of Medicine,2 confirms that
more  neonatalogists and more neonatal intensive
care beds do not significantly lower infant mortal-
ity rates.

A survey of 100% of the neonatal intensive care
units in the country revealed a wide disparity in
availability of neonatal specialists and intensive
care nursery beds. But there was no consistent
correlation between the number of NICU beds
and infant mortality. 

In areas where there were fewer than 4.3
neonatalogists per 10,000 births, there was a dif-
ference in mortality rates (7% lower in regions
with at least 4.3 neonatalogists/10,000 births than
areas with 2.7 neonatalogists/10,000 births). But
as the number of neonatalogists increase — more
than 80% of the regions in this country have at
least 4.3 specialists per 10,000 births — there was
evidence of an increased benefit. 

“We all know that infant mortality rates have
declined, but they are still higher than rates in
other developed countries. Yet, we have a really
fantastic system of neonatal intensive care,” says
David C. Goodman, MD, lead author of the
neonatal study and an associate professor of
pediatrics at Dartmouth.

More research is needed to determine why this
is so and what needs to be done to lower infant
mortality rates, he adds. “There is still a question
of whether the most efficient way of improving
mortality would be to simply add more neonatal-
ogists [in the area with the lowest number]. Is it
because there are fewer specialists? Or is it a mat-
ter of other personnel, or because patient safety
suffers? Or is it the unavailability of resuscitation
in delivery rooms — so it is actually a delay of
initial care? We need to understand the processes
of care in more detail.”

Neonatal intensive care is a clinical service that
continues to grow, but the question this study
raises is in what ways should the health system
be encouraging the specialty to expand.

The current information indicates that promot-
ing the growth of new units, more beds, and
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more neonatalogists is not the answer.
“There are many other possible avenues for

improving outcomes — such as improving the
science of caring for babies, improving the quality
of care within existing units, or by preventing
low birth weights,” Goodman says.

Demonstration project proposed

As part of the study on Medicare expenditures,
Wennberg and his fellow researchers recommend
that health care organizations in areas of low expen-
ditures be paired with those in high-utilization
regions in demonstration projects that will deter-
mine appropriate levels of care.

According to Wennberg, the projects need to
remedy the following major problems:

• Health care organizations serving fee-for-
service Medicare patients lack the infrastructure
to provide needed preventive medical services.
There is a systematic underuse of these services,
such as screening of colon cancer or prescribing
the appropriate drugs for heart attack patients.
For example, among the patients who should
receive beta-blockers according to national guide-
lines, those who actually receive the drug vary
from 5% to 92% across the country.

• There is a lack of patient involvement in
medical decisions — particularly about elective
surgeries. In theory, if there are alternative treat-
ment options, physicians should give patients all 
of the relevant information and the patient should
make the decision. But surgical rates vary by five-
or tenfold from region to region, which indicates
the choice is usually the underlying preference of
the physicians in the region rather than the individ-
ual patients’ choices, says Wennberg. “That is well
articulated and documented in many papers that
we have done over the years.”

• The frequency of use of everyday care, such
as physician visits, diagnostic testing, and hospi-
talizations varies significantly among regions.
While frequency of use of these supply-sensitive
services explains the variation in Medicare spend-
ing, it is increasingly clear that more care does not
equal healthier patients.

The current Medicare fee-for-service structure
provides incentives for hospitals and physicians
to provide expensive procedures, but not for less
expensive services such as care coordination and
preventive screenings, Wennberg adds.

The demonstration projects would help the
system determine how to better allocate expendi-
tures to achieve better outcomes.

“The participants would come back to the
Centers for Medicare & Medicaid Services with
proposed changes in the fee structure that would
reward quality of care,” he says. “You could look
at the data and say, ‘Well, hospitals overutilize.’
But if you then just cut reimbursements, then the
facilities can’t take that money and reinvest in
other things.”
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U.S. babies not healthier, 
comparative study shows 

Improved access to preconception, prenatal, and
perinatal care appears to do more to improve

health outcomes for babies than the availability of
high-technology neonatal intensive care, accord-
ing to a study published in June in Pediatrics, the
journal of the American Academy of Pediatrics.1

Researchers in the Department of Pediatrics at
the Center for the Evaluative Clinical Sciences and
Department of Community and Family Medicine
at Dartmouth Medical School in Hanover, NH,
compared different indicators of reproductive
health care and infant survival rates among four
industrialized nations: the United States, Canada,
Australia, and the United Kingdom.

They conclude that the United States has signif-
icantly greater neonatal intensive care resources
per capita, compared with the other three coun-
tries, but does not have consistently better birth
weight-specific mortality. The United States has
low birth-weight rates that exceed other countries,
and has proportionately more providers per low
birth-weight infants, but offers less extensive pre-
conception and prenatal services.

Unlike the other countries, the United States
does not provide free family planning services or
prenatal and perinatal physician care. And the
United Kingdom and Australia also pay for all
contraception.

The United States has high neonatal intensive
care capacity, with an average 6.1 neonatalogists

September 2002 / MEDICAL ETHICS ADVISOR® 103



per 10,000 live births — Australia has 3.7; Canada
3.3; and the United Kingdom, 2.7. For intensive
care beds, the United States has 3.3 beds per
10,000 live births; Australia and Canada, 2.6; 
and United Kingdom, 0.67.

But greater neonatal intensive care resources
were not consistently associated with lower
mortality.

“What the study demonstrates is that, even in
areas with far fewer neonatalogists and neonatal
intensive care units, the difference in mortality
was not that significant — you can’t demonstrate
that the different levels of resources made a dif-
ference,” says David C. Goodman, MD, a co-
author of the study and assistant professor of
pediatrics at Dartmouth. “Of course, their low
birth-weight rates are much lower, and therefore
their overall birth cohort does better.”

There has been a longstanding assertion that,
even though the overall infant mortality rates in
those countries are lower, babies born prema-
turely would do better in this country because we
have more intensive care resources, he says. “But
that was never looked at in any systematic way.
Now, we see that just having more of us doesn’t
lead to better outcomes.”
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Should your hospital allow
C-sections on demand?
Increasingly, mothers are opting for surgery

As concerns about the rising rates of cesareans
grow, obstetricians across the country are

reporting an unusual phenomenon: pregnant
women are asking to schedule cesarean deliver-
ies, even though their doctors see no reason to
perform one.

What some childbirth advocates are decrying
as dangerous practice, some see as a matter of
patient autonomy. With the risk of serious injury
or death very low for either vaginal birth or an
uncomplicated cesarean, why shouldn’t doctors
let the patients choose?
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To help you meet these challenges, American
Health Consultants offers the Complying with
JCAHO Pain Management Standards: Is Your
Facility at Risk? audio conference, scheduled for
Oct. 8, from 2:30-3:30 p.m., ET. The facility fee is
just $299, which includes free CE for your entire
staff. The conference package also includes hand-
outs, additional reading, 48-hour replay of the live
conference, and a CD recording of the program. 

Conference speakers Patrice L. Spath, RHIT,
and Michelle H. Pelling, MBA, RN, will teach
participants how to:

• Comply with the new Joint Commission stan-
dards relating to pain medication range orders
and titration.

• Integrate the Joint Commission’s “Speak Up”
campaign into your patient education initiatives.
The groundbreaking program encourages patients
to become active, involved, and informed partici-
pants on the health care team.

• Develop a performance measurement sys-
tem to evaluate the effectiveness of pain man-
agement and continually monitor and improve
outcomes.

• Avoid documentation deficiencies and staff
complacency that can derail your pain manage-
ment program.

“Hospitals must have a systemwide standard of
care for pain management that will reduce patient
suffering from preventable pain,” says Spath.
“Failure to meet this standard of care can result 
in a Type I recommendation from JCAHO. But
more important, inadequate pain management 
will undermine patients’ confidence in the quality
of care provided by your health care facility.”

A Type I recommendation would require your
health care organization to resolve insufficient or
unsatisfactory pain management standards com-
pliance in a specified amount of time to maintain
your accreditation. 

This audio conference is a must for hospital
nursing directors and staff nurses, pharmacists,
pain management team members, quality direc-
tors, risk mangers, accreditation/compliance
directors, patient educators, case managers,
emergency department managers/nurses, same-
day surgery managers, and home health man-
agers. Educational programs for hospital staff at
all levels can ensure that sound pain manage-
ment standards are understood and put into prac-
tice throughout your facility.

To register for this audio conference, call
American Health Consultants at (800) 688-2421
and reference effort code: 62751. n

Audio conference
(Continued from cover)



“The pendulum certainly has swung in obstet-
rical care and the concept of natural birth,” says
Adelaide Nardone, MD, FACOG, a practicing
obstetrician in upstate New York, and medical
consultant for the Vagisil Women’s Health Center.
“Not many years ago, women would seek out
OB/GYNs that were notorious for their low sec-
tion rate. In fact, many patients would ask me
what my personal C-section rate was. If it was
less then 20%, this was often considered desir-
able. Today, women are demanding the complete
opposite. Now an elective C-section is in vogue,
and women are demanding them all over.”

Several factors are fueling this new preference,
Nardone says. Newer studies have examined the
possibility of pelvic floor dysfunction, uterine
prolapse, and incontinence as a result of vaginal
birth, and many women seek a cesarean to pre-
vent this from occurring. 

There also have been more reports of cases 
of uterine rupture during vaginal births after
cesarean (VBAC), and this has alarmed many
women and physicians alike.

“Over time, more and more women have opted
for epidural and analgesia during labor and deliv-
ery as the drug-free natural birth concept is not so
popular with women in labor these days,” Nardone
adds. “In fact, the fear of labor and delivery has left
many women wanting to avoid the whole experi-
ence and just ‘get it out’ via the knife.”

More women are having babies later in life and
through reproductive technology. They may have
fears about complications during labor and deliv-
ery that do not warrant them taking any chances
and they may prefer a section.

An editorial published two years ago by 
W. Benson Harer, MD, then the president of the
American College of Obstetricians and Gynecolo-
gists (ACOG) supporting the right of women to
choose the procedure has added fuel to the fire,
adds Bruce Flamm, MD, FACOG, a professor of
obstetrics and gynecology at the University of
California-Irvine, and a member of the ACOG
board.

“That lent a lot of weight to the issue, because

he supported it,” Flamm says. “But many of the
arguments had been going on before that.”

What has changed is not so much the number
of patients asking for the procedure as the num-
ber of OB/GYNs willing to do a primary elective
cesarean, he says.

“The concept is not new. Anyone who has ever
practiced obstetrics has had women, particularly
those in labor, tell us, ‘Take my baby now.’”

Now some obstetricians will take that woman
to surgery without any medical indication for the
procedure.

“During the shift from the older, more paternal-
istic view of medicine to the shift to one more toler-
ant of patient choice, it has become more serious,”
he says. “People are taking it very seriously, to the
point that even if a woman is not in labor and it is
two weeks before her due date, she can say, ‘I want
a cesarean section,’ and some doctors will just do it.
That was absolutely unheard of until the last cou-
ple of years.”

While the rates of cesarean section went down
during the 1990s, they have been headed back up
again. Many clinicians expect the cesarean rate to
hit an all-time high this year, with approximately
a quarter of all births performed this way.

“The rate in America peaked at just under 25%
in 1988 at about 24.5%,” he says. “Then, largely to
an emphasis on natural childbirth and VBAC, it
fell for a decade. Now the rates are on their way
back up. Preliminary data for 2001 put the national
rate about 24%. And I think we are going to see
more and more cesareans on demand.”

Which is riskier?

Obviously, both vaginal birth and cesarean carry
risks, Flamm says. But with modern advances in
obstetrical care, the chance that a healthy woman
will die or suffer serious medical complications
from either procedure is very low.

Existing clinical studies comparing the risks of
cesarean with vaginal birth mostly only compare
women who give birth vaginally with women
who have a cesarean because of a medical prob-
lem — not a true comparison of the risks.

“There have been many studies that tried to
look at this issue in retrospect. The problem is you
are comparing apples to oranges,” he explains.
“Thirty or 40 years ago, the studies showed a
huge increased risk with C-section. Some showed
a twenty- to thirtyfold increased risk of maternal
death with cesarean. But when you go back and
look at why they had a cesarean, death may have
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had more to do with the mother’s medical condi-
tion. If a mother comes to the emergency room
bleeding, and an emergency C-section is done and
she dies, is that a result of the surgery or a result
of her medical emergency in the first place?”

Older studies likewise show an increased risk
for the baby if a cesarean is performed, but this is
largely attributed to iatrogenic prematurity or “tak-
ing the baby too early,” Flamm explains. “With the
advances of ultrasound and other ways to deter-
mine gestational age, there is much less chance of
that happening now.”

More recent studies have shown a lower, but
still increased risk of complications from surgery,
says Flamm. “Some people argue that there is no
real increased risk, but I don’t know if we can say
that for sure.”

Vaginal birth also carries some risk, but that is
true of almost anything, he adds.

“I would never tell a woman who comes to my
office, ‘Oh, no; you heard wrong. There is no risk.
There are risks any time you go in and have a

baby, whether a C-section or a vaginal birth. And
there are risks to the baby both with a cesarean
section and with labor.”

Should hospitals make a policy?

Doctors are divided on whether this issue
should be decided at the managerial or adminis-
trative level, say both Nardone and Flamm.

“This is an emerging issue right now. This is 
not something that has been going on for 15 or 20
years,” Flamm says. “A lot of people have not
reached the point of developing policies. I would
venture to say the vast majority of hospitals do not
have specific policies on cesarean on demand.”

Although many doctors may feel that the deci-
sion should not be up to administrators or HMOs
or insurance companies — that it should be left in
the hands of the patient and physician, it may be
important for hospitals to have policies in order
to establish a standard of care.

“There is an advantage to having a uniform
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Clinical trials harmed 
by lack of informed consent

The mention of clinical trials often triggers a
silence between physician and patient, usually

because neither one knows much about the sub-
ject. Nearly 80% of physicians admit they would like
to know more about clinical trials so they can help
their patients make an informed decision before
volunteering to participate.

“Most subjects enrolled in clinical studies have 
a meager understanding of what they have gotten
into,” says Alan Sugar, MD, chairman, New England
Institutional Review Board and professor of medicine
at Boston University School of Medicine. “Informed
consent has largely focused around the signed form
and has not practically become the continuous pro-
cess that it needs to be. As a result, a subject’s mis-
understandings largely go unchallenged.”

Properly informing patients is not only ethically
necessary, say clinical trials experts, but it also
ensures better trials and data. Last year, more than
17 million people thought seriously about participat-
ing, but only a few million actually completed their
trials. And even among them, many gave their con-
sent without a thorough knowledge of the facts.
Indeed, patients can be so daunted by questions
and lack of information that they simply decide not
to volunteer.

“There’s a simple ethical mandate that you

don’t ordinarily do dangerous things to people
without their knowledge and consent,” says Dale
E. Hammerschmidt, MD, FACP, associate pro-
fessor of medicine and director of Education in
Human Subjects’ Protection for the University of
Minnesota Medical School in Minneapolis. “From 
a more pragmatic perspective, a well-informed
subject is likely to cooperate better with the trial
and is more likely to report potential problems.
The quality of the data and the safety of the trial
are both enhanced when the subjects really know
what’s going on.”

A new resource, written for doctors and clinical
trial participants, can help answer some of these
tough questions. Boston-based CenterWatch, the
leading publisher of clinical trial news and informa-
tion, now offers Informed Consent, a guide to the
risks and benefits of volunteering for clinical trials.

Informed Consent is a step-by-step guide that
begins with a history of the clinical trials industry,
explores the drug development process, and how a
new drug makes its way to the marketplace. It also
details why people decide to participate, how to find
clinical trials, how to research clinical trials and evalu-
ate their risks, how to ensure proper informed consent,
what the vulnerable populations are, and what to do
when things go wrong. Cost is $16.95, and can be
ordered from CenterWatch at (800) 765-9647, or by
faxing (617) 856-5901. It also can be ordered through
www.centerwatch.com, www.amazon.com, and
www.barnesandnoble.com.  n



method of practice,” he advises. “If you have 20
doctors who practice at a hospital and they get
together and review the literature and come to a
decision and make a policy that way, it may be
helpful in that patients can be presented with a
uniform view.”

Currently, Flamm advises women seeking an
elective cesarean section of all of the risks and
benefits for both vaginal birth and surgery, as he
sees them. So far, none of his patients have cho-
sen to have a primary, elective cesarean.

“Really, when women have come to me to dis-
cuss this issue, it is because they fear that labor is
going to be a disaster,” he says. “They fear it is
going to be the worst pain they’ve felt in their
lives; they will betray their whole family by
screaming in the delivery room. Once we address
these issues and talk about how we can help them
with pain medication, at least in my practice,
women have been willing to give labor a try.”

It’s important that women who are fearful of the
pain and danger of labor also understand the risks
associated with major surgery, Nardone notes.

“Like any medical issue, it has its risks and ben-
efits,” she emphasizes. “Women need to know and
realize that there is still is inherent risk in this sur-
gical procedure. The recovery is usually longer
and more painful. There is always the chance of
taking the baby too early, or some anesthetic or
infectious complication. The women may need to
have repeated C-sections with each pregnancy in
the future. The baby can even be injured with the
scalpel or the mother could have a surgical compli-
cation, etc.” 

In light of these issues, each case has to be indi -
vidualized, she states.

But there also should be policies and proce-
dures, and guidelines in place for obstetricians 
to follow as the standard of care, she adds.

“And women need to sign waivers of refusal 
to have vaginal delivery after an informed discus-
sion on this matter has transpired,” Nardone says.
“No one can force a woman to do something she

does not want to do. But, decisions need to be
made based on the patients’ needs and what 
serve their best interest.” 

For further reading

• Harer WB. Quo vadis cesarean delivery? Obstet Gynecol
Survey 2002; 57:61-64.

• Goer H. The case against elective cesarean. J Perinatal
Neonatal Nurs 2001; 15:23-38. n
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OHRP issues IRB guidance

The Department of Health and Human Services’
Office of Human Research Protections (OHRP)

in July issued guidance to assist institutional review
boards (IRBs) in formulating various procedures set
forth in the human research protection regulations.
While the guidance is not all encompassing, it does
provide a basis and partial checklist for IRBs to
develop policies and institute changes if needed.

According to the guidance, IRBs must have
written procedures for the following:

• conducting its initial and continuing reviews
of research;

• reporting its findings and actions to the insti-
tution and investigators;

• determining which projects require more fre-
quent review than once a year and need verifica-
tion from sources other than the investigators that
no material changes have occurred since previous
IRB review;

• ensuring prompt reporting to the IRB of
proposed changes in a research activity, including
provisions that indicate that the IRB must approve
any changes in previously approved research

(except when necessary to eliminate apparent
immediate hazards); 

• ensuring prompt reporting to the IRB, appro-
priate institutional officials, and the appropriate
federal department or agency heads of any unan-
ticipated problems involving risks to subjects or
others, any serious or continuing noncompliance
with IRB policy or the requirements or determi-
nations of the IRB, and any suspension or termi-
nation of IRB approval.  n
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CME Questions

CME subscribers: Please save your monthly
issues with the CME questions in order to take
the two semester tests in June and December. A
Scantron form will be inserted in those issues, but
the questions will not be repeated.

9. What are some of the barriers named by the IOM 
report for children who need palliative care?

A. Lack of research in pediatric palliative care.
B. Pediatric health care providers and OB/GYNs do 

not have sufficient education.
C. Difficulties in funding and reimbursement for pallia-

tive care services.
D. All of the above 

10. According to the article, hospice programs have 
been challenged in recent years to develop programs 
to handle what specific population of patients?

A. Cancer patients who face a terminal diagnosis in 
their mid-20s to 30s.

B. Patients without a terminal diagnosis but who need 
palliative services.

C. Expectant parents who have received a diagnosis 
that their unborn child will likely not survive birth or 
live only a short time after birth.

D. None of the above

11. Researchers at Dartmouth University School of 
Medicine’s Center for the Clinical Evaluative Sciences:

A. Have recently published studies that indicate that 
health services are allocated unevenly with little 
evidence of benefit to patients.

B. Evaluate the cost-efficiency of different new 
technologies.

C. Have recommended a specific list of changes to the 
current Medicare fee-for-service system.

D. None of the above

12. According to the article, rates of cesareans:
A. Have decreased substantially in the last five years.
B. Are at an all-time low.
C. Are expected to hit an all-time high this year.
D. None of the above


