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EXECUTIVE SUMMARY

A highly publicized lawsuit involving a sedated patient whose smartphone recorded 

a doctor’s insulting comments resulted in a recent $500,000 jury verdict . The 

following ethical concerns were raised regarding physicians’ inappropriate behavior:

• Medical students and residents often observe providers speaking disrespectfully 

about patients .

• Patients may worry that their providers engage in similar behavior .

• Some individuals avoid seeking care due to fears of being disrespected .

Patient records doctor’s insulting 
comments: Jury awards $500,000
Case sends “powerful message” to providers

A Virginia jury recently awarded 
$500,000 for defamation, 
medical malpractice, and 

punitive damages to a man whose 
anesthesiologist made insulting, 
inappropriate comments while 
the patient was sedated during a 
colonoscopy. The patient intended to 
record his doctor’s instructions on his 
smartphone so he could listen to them 
later, and realized afterward that he had 
recorded the entire procedure.

“One significant and disturbing 
implication of this case is that the 
culture of medical practice still tolerates 
such behavior,” says Ben A. Rich, JD, 

PhD, emeritus professor of bioethics at 
University of California-Davis School of 
Medicine.

The gastroenterologist and 
medical assistant didn’t discourage the 
anesthesiologist from her comments 
or actions, which included falsely 
documenting that the man had 
hemorrhoids. “Had the physician’s 
statements not been recorded and 
subsequently heard by the patient, 
nothing would likely have come of the 
incident,” says Rich.

Some ethicists view the highly 
publicized incident as a “wake-up call” 
for the medical community. “This was 



86   |   MEDICAL ETHICS ADVISOR® / August 2015

Medical Ethics Advisor®, 
ISSN 0886-0653, is published monthly by  
AHC Media, LLC
One Atlanta Plaza
950 East Paces Ferry Road NE, Suite 2850
Atlanta, GA 30326. 

Periodicals Postage Paid at Atlanta, GA 30304 and at 
additional mailing offices. 
GST Registration Number: R128870672.

POSTMASTER: Send address changes to: 
Medical Ethics Advisor 
P.O. Box 550669
Atlanta, GA 30355. 

SUBSCRIBER INFORMATION: 
Customer Service: (800) 688-2421. 
customerservice@ahcmedia.com. 
www.ahcmedia.com
Hours of operation: 8:30 a.m.-6 p.m. Monday-Thursday; 
8:30 a.m.- 4:30 p.m. Friday.

SUBSCRIPTION PRICES: 
U.S.A., Print: 1 year (12 issues) with free CE nursing contact 
hours, $519. Add $19.99 for shipping & handling. Online 
only, single user: 1 year with free CE nursing contact hours, 
$469. Outside U.S., add $30 per year, total prepaid in U.S. 
funds. 

MULTIPLE COPIES: Discounts are available for group 
subscriptions, multiple copies, site-licenses or electronic 
distribution. For pricing information, call Tria Kreutzer at 
404-262-5482. Missing issues will be fulfilled by customer 
service free of charge when contacted within one month 
of the missing issue date. Back issues, when available, are 
$83 each. (GST registration number R128870672.)
Missing issues will be fulfilled by customer  service free of 
charge when contacted within one month of the missing 
issue’s date.  
 

ACCREDITATION: AHC Media, LLC is accredited by the 
Accreditation Council for Continuing Medical Education to 
provide continuing medical education for physicians. 

AHC Media, LLC designates this enduring material for 
a maximum of 18 AMA PRA Category 1 CreditsTM. 
Physicians should only claim credit commensurate with the 
extent of their participation in the activity.

This activity is intended for acute care physicians, chiefs 
of medicine, hospital administrators, nurse managers, 
physician assistants, nurse practitioners, social workers, 
and chaplains. It is in effect for 36 months from the date 
of publication.

Opinions expressed are not necessarily those of this 
publication. Mention of products or services does 
not constitute endorsement. Clinical, legal, tax, and 
other comments are offered for general guidance only; 
 professional counsel should be sought for specific 
 situations.

MANAGING EDITOR: Jill Drachenberg  
(jill.drachenberg@ahcmedia.com)
ASSOCIATE MANAGING EDITOR: Dana Spector
DIRECTOR OF CONTINUING EDUCATION AND 
EDITORIAL: Lee Landenberger.

PHOTOCOPYING: No part of this newsletter may 
be reproduced in any form or incorporated into any 
information retrieval system without the written permission 
of the copyright owner. For reprint permission, please 
contact AHC Media, LLC. Address: P.O. Box 550669, 
Atlanta, GA 30355. Telephone: (800) 688-2421. Web: www.
ahcmedia.com.

Copyright © 2015 by AHC Media, LLC. Medical Ethics 
Advisor® is a registered  trademark of AHC Media, LLC. 
The trademark Medical Ethics Advisor® is used herein 
under license. All rights reserved. 

EDITORIAL QUESTIONS
Questions or comments?  
Call Jill Drachenberg at  

(404) 262-5508

discovered accidentally. What kind 
of behavior is occurring that no one 
knows about that goes unspoken 
and unreported?” asks David A. 
Fleming, MD, MA, FACP, director 
of the Center for Health Ethics at 
University of Missouri, Columbia.

Autumn Fiester, PhD, director 
of the Penn Clinical Ethics 
Mediation Program at University of 
Pennsylvania in Philadelphia, says 
she is “both surprised and pleased 
that this incident has gotten the legal 
response and publicity that it has. 
What happened is ethically offensive, 
yet difficult to name.”

Fiester worries that incidents 
like this one are not uncommon. 
“We frequently hear anecdotes 
from medical students and residents 
who are uncomfortable about the 
way unconscious patients are being 
discussed, or even ridiculed,” she 
says.

Others affected by 

conduct

The jury awarded the patient 
$200,000 in punitive damages. 
“This is a powerful message that 
false or derogatory statements about 
a patient made in the context of 
a professional relationship can be 
deemed a material departure from 
the prevailing standard of acceptable 
care, thus giving rise to liability,” 
warns Rich.

Because mockery or derision of 
patients usually takes place when 
patients are unconscious, the offense 
is rarely witnessed by the actual 
patients. This leads some clinicians to 
view it as harmless banter. “But these 
kinds of scathing insults contribute 
to the culture of treating patients as 
mere objects rather than as persons,” 
says Fiester.

When this type of behavior 

is exhibited in the presence of 
medical students and residents, “it 
is particularly pernicious, because it 
carries the implicit message that such 
behavior is acceptable,” says Rich.

Patients undergoing anesthesia 
put themselves in physicians’ hands 
in good faith that they will be treated 
with dignity and respect, says Fiester. 
“The violation of this trust is a 
spectacular breach of the professional 
expectations all patients have of their 
treating clinician,” she says.

After hearing about the highly 
publicized incident, patients 
may worry that their providers 
are engaging in similar behavior. 
“Patients may have legitimate cause 
for concern that they, too, could be a 
victim of negative, false, or malicious 
comments by those to whom they 
have entrusted their medical care,” 
says Rich.

Fleming says that if patients 
mention the Virginia incident, 
physicians should take the 
opportunity to reassure patients 
they’ll be treated with respect. “If 
it comes up, it should certainly 
be addressed,” he says. “It is not 
something to make light of.”

Physicians should be sensitive to 
the fact that many people fear being 
judged negatively, says Rosemarie 
Tong, PhD, emeritus professor of 
healthcare ethics at the University of 
North Carolina at Charlotte. “It is 
my belief that many patients don’t 
want to see a doctor simply because 
they are embarrassed by their body,” 
she says.

For some individuals, the fear of 
being shown disrespect can result 
in avoidance of needed care. “This 
incident may impact patients’ trust in 
the healthcare system,” says Fleming. 
“They may delay getting care, or not 
get care at all, at a time when they 
need it.”

Dennis M. Sullivan, MD, 
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director of Cedarville (OH) 
University’s Center for Bioethics, 
says that electronic medical records, 
increased workload, and a decline in 
professionalism are all contributing 
to the dehumanization of medicine. 
“Today’s doctors are overwhelmed 
with the business of healthcare. It 
should be no surprise that many no 
longer see their work as a professional 
calling,” he says. “Human dignity has 
been lost in the process, and more 
lawsuits will surely result.”

During Sullivan’s own surgical 
residency training in the 1980s, 
senior residents would often make 
disparaging comments about a 
patient’s obesity, ethnicity, or 
economic status, in front of junior 
residents, medical students, and 
nurses.

“Most doctors resisted this 
pressure, and still treated their 
patients with respect,” says Sullivan. 
“Today, it seems that human 
dignity is more of a platitude than a 
professional practice.”

In the Virginia case, the healthcare 
providers involved not only failed to 
recognize the human dignity of the 
patient, but also failed to live up to 
their own human dignity, according 
to Matthew R. Kenney, PhD, vice 
president of mission and ethics at 
Saint Francis Hospital and Medical 
Center in Hartford, CT.

“Human dignity requires that 
we act with justice, respect, and 
integrity even when we think no one 
is watching or listening,” says Kenney. 
“A secondary ethical issue seems to be 
a sort of ‘bystander syndrome.’”

In the Virginia incident, several 
other healthcare providers either 
stood by and said nothing while 
the patient was being ridiculed, or 
actively participated. “I can’t help 
but think that if one person in that 
operating suite had stood up for the 
patient or stated their discomfort 

with the situation, the physician in 
question may have stopped,” says 
Kenney. “Silence, in this case, is a 
form of consent.”

Patient/physician trust 

harmed

Physicians and other healthcare 
professionals need to be persons 
of integrity and conscientiousness, 
says Tong. “In return for the status, 
prestigious, power, and financial 
rewards society gives them, they have 
an obligation to treat their patients 
respectfully and carefully, always 
mindful of how vulnerable patients 
are,” she says.

Healthcare providers have an 
ethical obligation to act professionally 
in the presence of patients, and also 
when they are not in their presence, 
says Fleming. “We have a very high 
bar that we have to meet relates that 
professional integrity,” he adds. “We 
don’t have the luxury of any slippage.”

Fleming tells medical students 
that when they enter the profession of 
medicine, “You take an oath and you 
are different now. You don’t have the 
luxury of acting out unprofessionally 
in any venue.”

Tong says a good rule of thumb 
is for healthcare professionals not to 
say anything about their patients that 
they would be ashamed to go “viral.” 
“Trust is essential for the physician-
patient relationship,” she adds. 
“Hospital ethics committees should 
take the time to educate everyone at 
their institutions about inappropriate 
conversations about patients.”

Tong says it would be regretful if 
everyone started to install cameras 
in hospital rooms to monitor the 
healthcare professional-patient 
relationship. “Much preferable is 
having healthcare professionals take a 
class on appropriate language to use 

about patients,” she says.
Fleming suggests having a series 

of discussions with faculty about the 
Virginia case, or bring the incident 
up during a staff meeting. “Ask 
people, ‘How would we keep this 
from happening here?’” he says. 
“Encourage thoughtful responses and 
dialogue.”

Medical students will likely 
find it difficult to report a concern 
involving a professor or resident who 
is evaluating them. “You have to find 
a safe mechanism where they can 
report events that occur, immediately 
if necessary,” Fleming says.

University of Missouri’s Office of 
Civility allows anyone — provider 
or patient — to report observed 
inappropriate behavior. “We 
have the means by which we can 
intervene,” says Fleming. Speaking 
contemptuously about a sedated 
patient rises to the level of a patient 
safety concern, he adds. “I would 
view that behavior as something that 
is potentially very harmful to the 
patient. Those attitudes may skew 
the performance of other healthcare 
providers caring for the patient,” he 
says.

If an incident is reported, hospital 
leaders meet with the involved parties, 
and sometimes notify the chair or 
supervisor in the department.

“We’ve had situations where 
I have actually fired people due 
to inappropriate behavior, and it 
oftentimes comes to that,” says 
Fleming. The institution surveys 
medical students after graduation 
every year on professional behavior. 
“It’s amazing what comes out,” 
he says. “We can’t really track the 
incidents because they don’t name 
names, even though it’s anonymous 
for them. So it’s hard to intervene.”

Kenney says the case spotlights the 
need for all providers to be aware of 
comments made about patients, even 
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in jest. “It is unfortunate that this case 
had to occur. However, maybe some 
good can come out of it,” he says. He 
says bioethicists can address the issue 
in the following ways:

• Making the Virginia case the 
subject of ethics grand rounds.

• Looking at hospital policies on 
this type of behavior if they exist, 
or crafting policies if none exist at 
present.

However, policies alone won’t 
resolve the issue. “They may serve as 
a deterrent if they are known, and 
may establish punitive actions should 

they be violated,” says Kenney. “But 
real change will only occur through 
education, and the cultivation of 
greater empathy.”
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EXECUTIVE SUMMARY

Two new advance care planning codes are included in proposed changes to 

the 2016 Medicare Physician Fee Schedule .

• Providers would be paid for time discussing patient choices and completing 

necessary forms .

• The proposed rule accommodates the possibility of multiple conversations .

• Earlier, better conversations could decrease end-of-life conflicts .

Medicare proposes paying for advance care 
planning
“Good first step, but not sufficient”

P roposed changes to the 2016 
Medicare Physician Fee Schedule 

includes a provision for two new 
advance care planning codes. These 
would be used to pay for a provider’s 
time discussing patient choices for 
advance directives and completing 
necessary forms.

“This wasn’t at all surprising. 
CMS [the Centers for Medicare 
& Medicaid Services] has been 
working on this ever since the initial 
proposal was derailed by ‘death panel’ 
discussions,” says David Casarett, 
MD, director of hospice and palliative 
care at Philadelphia-based Penn 
Medicine.

Last year’s Physician Fee Schedule 
rule established the codes, but did not 
make them active. “The active status 
now means that dollar values will 
be assigned during the rate setting 
step,” explains Judi Lund Person, 
MPH, vice president of compliance 
and regulatory leadership at 
National Hospice and Palliative Care 
Organization in Alexandria, VA.

Joan M. Teno, MD, MS, 
professor of health services, policy, 
and practice at Brown University’s 
Warren Alpert School of Medicine in 
Providence, RI, sees the proposal as 
“a good first step, but not sufficient. 
We must create incentives to ensure 

that patient preferences and goals are 
honored.”

Fewer end-of-life 

conflicts?

This proposal encourages 
physicians to have conversations 
about the patient’s goals of care 
— hopefully, long before an acute 
episode arises where the patient’s 
wishes and goals of care are needed 
for decision-making, says Person.

“It also covers advance care 
planning — both documents and 
wishes,” says Person. “When the 
patient’s physician knows their 
wishes, and they are documented, 
this definitely could have an impact 
on the number of conflicts that occur 
when no one knows the patient’s 
wishes.”

Advance care planning discussions 
are an ongoing process, rather 
than a one-time event, says Person. 
“We encourage conversations early 
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and often, to cover the issues and 
concerns of the patient,” says Person. 
The proposed rule accommodates the 
possibility of multiple conversations, 
with a second code to be used for 
additional 30-minute increments.

The hope is that earlier and better 
conversations will ultimately prevent 
many end-of-life conflicts. “But many 
of these discussions are going to be far 
in advance of any crisis — sometimes 
years ahead,” notes Casarett. 
“Although we may see a decrease in 
difficult end-of-life situations, the 
main reason to do this is that it’s 
simply good medical care.”

This underscores the need 
for better training for healthcare 
providers. “I’m very interested to see 
how health systems respond to this 
— perhaps by creating advance care 
planning clinics,” says Casarett.

Person says that the most 
important thing is that patients and 
physicians will have clarity about 
patient wishes, and that patients’ 
wishes will be followed because they 
are known.

CMS is also considering making 
advance care planning an optional 
element of a beneficiary’s annual 
wellness visit. If this is the case, says 
Person, “there is a better chance that 
there will be thoughtful ongoing 
discussions that become a standard 
part of the visit. That is the best 
possible outcome.”

For healthy patients, this might 
mean simply choosing someone to 
make decisions about their healthcare 
for them if they were unable to, 
and discussing preferences in case 
of sudden catastrophic illness, says 
Alana Sagin, MD, an instructor 
for the Palliative Care Service at 
the Hospital of the University of 
Pennsylvania. For patients who are 
sicker, it might mean discussing 
their disease trajectory, potential 
complications, and eliciting care 
preferences including preferences 
to avoid potentially non-beneficial 
medical interventions.

“These conversations require 
anticipatory guidance from the 
medical provider,” says Sagin. “It 

makes perfect sense they would be a 
part of a visit with a patient’s primary 
care doctor.”
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Study’s findings can improve advance care 
planning for heart failure patients
Transitions are “perfect framework” for discussions

H eart failure patients and their 
caregivers experience four 

transitions, according to a recent 
study of 33 patients and 20 of their 
informal caregivers.1 These are when 
patients are first diagnosed, learning 
to adjust to life with heart failure, 
taking back control of their life, 
and understanding that death is 
inevitable.

“The study findings shed light on 
an alternate way to look at the future, 
beyond the way doctors and other 
professionals have talked about it,” 

says Jacqueline Jones, PhD, BN, 
RN, FRCNA, FAAN, the study’s lead 
author. Jones is an associate professor 
in the College of Nursing at the 
University of Colorado Denver.

Support at different transitions can 
be tailored to an individual’s strengths 
and understandings of their illness at 
that time, says Jones.

“One of the major impediments to 
advance care planning for congestive 
heart failure [CHF] is the lack of clear 
triggers for providers to know it’s time 
to have an advance care planning 

talk,” says Maria Silveira, MD, 
MPH, a clinician scientist at the Ann 
Arbor Health Services Research and 
Development Center of Excellence 
and assistant professor in University 
of Michigan’s Bioethics Program.

“Hopefully, this research will 
improve the frequency with which 
providers have these discussions, 
and importantly, readdress patient 
preferences,” she says.

The four transition points 
identified by the researchers provide 
“a perfect framework” for introducing 



90   |   MEDICAL ETHICS ADVISOR® / August 2015

EXECUTIVE SUMMARY

Advance care planning for heart failure patients can be improved by basing 

discussions on four transitions commonly experienced by patients and 

caregivers, a recent study suggests . According to experts, providers can do 

the following:

• Readdress patient preferences frequently .

• Use transition points to trigger discussions .

• Elicit specific instructions from patients on when to start and stop life-

sustaining care .

and discussing advance care planning, 
says M. Jane Markley, RN, MEd, 
FACHE, a Derwood, MD-based 
consultant who provides training 
on advance care planning. “Finding 
out where the patient is in their 
understanding of the disease is critical 
to beginning the conversation so 
that you can speak at their level of 
understanding,” she explains.

Providers can use the following 
four transition points to inform 
advance care planning discussions 
with heart failure patients:

• When a patient is first 
diagnosed. At this stage, providers 
should encourage a patient to appoint 
a surrogate, educate the patient about 
forms of life support, and begin an 
ongoing discussion about the patient’s 
general goals of care and life plan, 
Silveira says.

• Learning to adjust to life with 
heart failure. As the illness advances, 
advance care planning conversations 
should elicit specific instructions 
from patients about when to start 
and stop life-sustaining care and 
cardiopulmonary resuscitation, says 
Silveira.

“The biggest issue is the 
defibrillator,” she says. “Patients 
should be told upfront that 
defibrillators are only temporary 
fixes for one aspect of CHF, and that 
eventually all patients have to pick the 
right time to turn them off.”

• Reframing and taking back 

control of one’s life. “This is a 
perfect opportunity to discuss the 
ways that an advance directive will 
allow patients to take control of their 
future, and how they wish to live 
well for the rest of their life,” says 
Markley. Providers can also talk about 
the benefit of advance care planning 

for their loved ones who will be left 
behind. “This will allow them to 
see the gift that they are giving to 
others by completing their advance 
directives,” says Markley.

• Understanding and accepting 
that death is inevitable. “Toward the 
end, conversations begin to directly 
address how and where a patient 
wants to die,” Silveira says.

Bioethicists can help physicians 
build skills in having end-of-life 
discussions with heart failure patients, 
families, and caregivers in the 
following ways, says Markley:

• Assisting in development of 
policies and protocols for eliciting 
and documenting patients’ 
preferences.

• Helping hospitals prepare for 
what should happen when patients or 
families request therapies that are not 
recommended.

• Educating providers in 
developing and interpreting advance 
directives.

Many physicians have little or no 
training in end-of-life conversations. 
“Through no fault of their own, they 
have either learned on the fly or not 
learned at all how to deal with these 
issues,” says Markley.

• Instructing providers at their 
institutions about the ethics of 
withholding and withdrawing life-
sustaining therapies.

“It’s amazing how many providers 
don’t fully understand that it is 
morally and legally okay to turn off a 
defibrillator,” says Silveira.
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“THIS WILL 
ALLOW THEM 
TO SEE THE 

GIFT THAT THEY 
ARE GIVING 

TO OTHERS BY 
COMPLETING 

THEIR ADVANCE 
DIRECTIVES.”
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Patients using social media to lobby for access to 
investigational drugs
Safety, hindered drug development are ethical concerns

Social media campaigns have 
successfully pressured drug 

companies to approve some requests 
for investigational drugs for terminally 
ill patients under expanded access 
programs (EAPs), but this raises 
significant ethical concerns, experts 
say.

“The success of social media 
campaigns, in most cases, both 
relies on and fosters public 
misunderstanding of the limited 
evidence for the safety and efficacy 
of drugs early in their development 
process,” says Steven Joffe, MD, 
MPH, vice chair of the Department 
of Medical Ethics and Health Policy at 
University of Pennsylvania Perelman 
School of Medicine in Philadelphia.

One ethical concern is that 
patients who lack knowledge of 
how to leverage social media are 
at a disadvantage. “One shouldn’t 
have to rely on how social media 
savvy one is, to gain access,” says 
Peter C. Adamson, MD, chair of 
the Children’s Oncology Group and 
Alan R. Cohen endowed chair in 
pediatrics at the Children’s Hospital of 
Philadelphia.

One argument in favor of 
expanded access is that patients, 
with the advice of their doctors, 
should be able to decide how to 
weigh the potential benefits, risks, 
and uncertainty for themselves. 
“Many argue that it’s unreasonably 
paternalistic not to give patients, 
particularly those with life-threatening 
diseases, the right to make these 
choices for themselves,” says Joffe. 
On the other hand, he says, early 
access fosters false hopes. This could 

divert patients from more beneficial 
treatments, including excellent 
palliative care, he says.

Here are some other ethical 
concerns that experts have:

• Investigational drugs may be 
unsafe for patients. “Compassionate 
use programs must balance safe and 
speedy market entry for current and 
future patients with the immediate 
needs of patients who may not survive 
the drug development period,” says 
Valarie Blake, JD, associate professor 
of law at West Virginia University 
College of Law in Morgantown. Blake 
is a former ethics senior research 
associate at the American Medical 
Association.

“For the individual patient, 
compassionate use represents hope 
and a chance at survival, however 
small and unpredictable,” says Blake. 
“But it may come at a heavy price if 
the unapproved therapy shortens the 
patient’s life or mars it with harmful 
side effects.”

EAPs are premised on a belief that 
access to unproven drugs is medically 
beneficial. “In reality, most drugs put 
into clinical development never prove 
safe and effective. Even those few 
drugs that do prove safe and effective 
often confer marginal benefits,” 
says Jonathan Kimmelman, PhD, 
associate professor in the Biomedical 
Ethics Unit at McGill University in 
Montreal, Canada.

“If the drug is in early phase 
testing, it’s likely that little evidence 
exists,” says Joffe. “Is it reasonable to 
treat patients with the drug on the 
basis of very little evidence?”

Phase 1 trials usually cannot 

establish what serious side effects 
may result from the medication or 
what long-term consequences of use 
of the medication may be. Thus, “it 
is debatable whether any patient can 
be informed as to the consequences 
of their actions,” says Steven S. Ivy, 
MDiv, PhD, senior vice president of 
values, ethics, social responsibility, and 
pastoral services at Indiana University 
Health in Indianapolis.

• EAPs can threaten clinical trials 
by giving patients a pathway to 
avoid trials designed to rigorously 
evaluate the new drug. “The 
possibility of eroding the value of 
research is disturbing,” says Ivy.

This is particularly a problem for 
randomized trials, says Joffe, in which 
patients have a chance — usually 50% 
— of not getting the new drug.

“The most important thing in 
drug development is to rapidly and 
accurately evaluate the safety and 
efficacy of a new drug, so that safe, 
effective drugs can be made available 
to the public,” says Joffe. “Anything 
that threatens or slows this is bad for 
the public health.”

George J. Annas, JD, 
MPH, William Fairfield Warren 
Distinguished Professor and chair 
of the Department of Health Law, 
Bioethics & Human Rights at Boston 
University, says “compassionate use of 
drugs that have no proven efficacy by 
patients who are dying and believe — 
wrongly — that they have ‘nothing 
to lose’ by trying them is a major 
problem for drug companies.”

To the extent that people who 
might otherwise become subjects in 
their trials get access to the active 
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drug, instead of taking their chances 
in a clinical trial, says Annas, “the trials 
will be much harder to do, and much 
slower to get a result.”

Adamson doesn’t see the threat 
to research as a valid reason for a 
drug company not to have an EAP, 
however. “Ideally, you do want patients 
to participate in clinical trials if they 
are willing and eligible to enroll. You 
wouldn’t want to see accrual to the 
trials suffer because of compassionate 
access programs,” he says. “But I’m not 
aware of any situation like that that 
has actually happened.”

The pressure and reputational 
risk arising from social media 
campaigns “can be impossible to resist, 
overwhelming all other legitimate 
considerations,” says Joffe.

Denying a patient’s request can 
become a public relations disaster. 
“The drug companies haven’t been able 
to take the publicity heat when it is 
turned up by a social media campaign 
on behalf of a dying person,” says 
Annas. “The drug company can be 
made out to look heartless, and even 
evil.”

Compassionate use requests depict 
science as bureaucratic red tape, adds 
Ivy. “It is difficult to justify denying 
even a sliver of hope to the terminally 
ill,” he says. “To watch a patient 
suffer and die while the possibility 
of treatment is available seems cruel 
beyond measure.”

Adamson says that clear guidelines 
are needed on when a therapy will be 
made available. “If a therapy is truly 
potentially life-saving, I think the bar 
to get access to that therapy ought 
to be lower,” he notes. “A lifesaving 
anti-infective and an early phase cancer 
drug are not the same.”

Advocating for the patient is 
the physician’s job, says Adamson. 
“Finding a way to allow for realistic 
hope is part of what oncologists do,” 
he says. “It is not frequent, but there 

are times when that would include 
access to a novel agent through an 
EAP.”

The reality is that people will 
continue to die of potentially curable 
diseases unless drug companies and 
others do the research needed to 
develop cures, says Annas. “Making 
experimental drugs available outside 
a clinical protocol simply lengthens 
this process,” he says. “It is, I think, 
morally sound not to have any 
exceptions to drug trial protocols.”

Some states have passed “right 
to try” laws allowing terminally ill 
patients to receive experimental drugs 
and devices after they have completed 
phase 1 testing. “Expanding access 
to unproven drugs to populations 
that are otherwise ineligible for trial 
participation can result in unexpected 
safety issues,” says Kimmelman. “This 
could derail otherwise promising drugs 
from being developed.”

Right to try laws threaten the drug 
development process by undermining 
clinical trials, says Joffe, and are based 
on a misunderstanding of the risks, 
benefits, and uncertainties of expanded 
access. “They are part of a general 
antiregulatory effort to undermine the 
FDA’s authority and ability to ensure 
efficacy before drugs are marketed,” he 
says.

The laws increase the risk that 
patients will receive drugs that are 
unsafe and/or ineffective, according 
to Joffe. “They are inconsistent with a 
fundamental presumption that there 
should be evidence that drugs are 
effective before they are sold in the 
marketplace,” he says.

Right to try laws fail to address 
a broader issue, says Blake: that the 
public feels that drugs aren’t making it 
to the market fast enough. “We have 
to evaluate how much delay we can 
accept, and at what loss of safety — 
and what other mechanisms can be 
put in place to speed drug access for 

everyone, not just a few,” she says.
Right to try laws “make for good 

rhetoric,” says Kimmelman. “But 
when you look at the science and 
law surrounding drug development, 
there is little about such policies 
that genuinely advance the needs 
of patients, research systems, or 
healthcare systems.”
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Choose your words carefully
Language can mislead patients

K eeping your husband on a 
respirator or pursuing other life-

sustaining interventions appears to be 
futile at this point. The prognosis is 
guarded.”

A family member hearing these 
words is unlikely to understand the 
provider’s likely meaning: that the 
patient is in the dying process and 
that aggressive treatments are likely to 
do more harm than good.

“Families are in crisis, and 
information is oftentimes new to 
them. Often they don’t have the 
wherewithal in that moment to ask 
for clarification and say, ‘What do 
you mean by that?’” says Thomas 
Foreman, DHCE, MA, MPIA, 
director of the Department of 
Clinical and Organizational Ethics 
at The Ottawa Hospital in Ontario, 
Canada.

Foreman regularly asks family 
members, “What did you just hear?” 
“It’s surprising how many times they 
heard something very different from 
what the doctor said,” he says.

Clinicians often go out of their 
way to avoid the “C-word,” says 
Christine Mitchell, RN, MS, MTS, 
FAAN, executive director of the 
Center for Bioethics at Harvard 
Medical School in Boston.

“Patients and families are 
sometimes quite surprised when 
they learn they or their family 
members have cancer, even though 
clinicians have used the word ‘tumor’ 
or ‘abnormal growth,’” she says. 
A mother once told Mitchell her 
son had “metastases” as if it were a 
diagnosis; it became apparent she 
didn’t realize he had cancer.”

“I am generally a believer in using 
the real words early and often, in a 

way that detoxifies them and allows 
patients and families to use them and 
understand what kind of cancer they 
have, what the doctors and nurses 
have said about it, how it can be 
treated, and what is likely to happen,” 
says Mitchell. At times, patients or 
their families are very clear that they 
can’t handle such talk and don’t want 
to hear those words.

“Out of respect, I have sometimes 
said, ‘Let’s talk about what we can say 
and how we can say it in a way that 
isn’t so scary,’” says Mitchell. “That at 
least allows us to talk about what we 
can’t talk about.”

This gives patients the chance to 
express how much they need to hope, 
and how they want to live in the 
present without an oppressive fear of 
impending death. “Then, it helps to 
explore anything they can say about 
what the circumstances would be 
when they want to hear more than 
they can bear to hear right now,” says 
Mitchell.

Sarah Goodlin, MD, FACC, 
FAAHPM, chief of geriatrics at the 
VA Portland Health Care System, 
teaches both trainees and practicing 
clinicians to use the model “ask, 
tell, ask.” She starts by asking 
the patient or family what their 
perceptions are, then tells them 
information, and lastly, asks them 
to tell her what they understand 
and what questions they have.

Simply being asked about 
preferences for end-of-life care can 
make a patient wonder if there’s 
something their doctor hasn’t told 
them about their prognosis. Goodlin 
asks this question of every patient 
she’s meeting for the first time. “I 
structure it into my normal behavior 

so I can honestly tell them that I do 
this with everybody,” she says.

Goodlin tells patients, “This is 
something I do with every patient. 
I am not trying to give you a secret 
message. I just want to find out what 
you have told friends, family, or other 
doctors, and if you haven’t thought 
about it, I want to get a sense of 
what’s important to you.”

Foreman says it’s important for 
providers and ethicists to carefully 
consider the language they use. “Are 
you trying to get a message across?” 
he says. “It limits autonomy when we 
try to guide somebody in a particular 
direction, but we are not telling them 
that.”

Many ethical consults, says 
Foreman, “are less about actual ethical 
dilemmas than they are about poor 
communication. Ethicists certainly 
have a contribution to make in 
facilitating a robust conversation 
when it’s apparent people are talking 
through one another.”

The following are some commonly 
used terms that can mislead patients 
and families, according to experts:

• Do Not Resuscitate
“This is a very negative message, 

because it communicates that you 
are not going to take care of their 
loved one,” says Edward Dunn, 
MD, director of the Integrated Ethics 
Program at Lexington (KY) VA 
Medical Center. “You are only telling 
people what you are not going to do.”

If a patient’s wife is in conflict 
and is not ready to give up, hearing 
the term “DNR” can break down 
communication. “The patient’s wife 
may be thinking, ‘Does that mean 
you don’t value his life as much as 
I do?’ It fuels conflict between the 
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family and the medical team,” says 
Dunn. The VA now uses the term 
“allow natural death.”

The team might say, for instance, 
“Mr. Jones is 90 years old and has 
serious medical problems and you are 
now his spokesperson. We believe it 
would be better off to allow natural 
death rather than charging in with 
a code team, because it might cause 
more harm than good.”

“By stating, ‘allow the person to 
die naturally,’ it’s implied that you 
are not going to call the code team,” 
says Dunn. “Just by changing the 
terminology, it promotes a goals-of-
care conversation.”

• CPR
Many people have an unrealistic 

idea about how successful CPR 
actually is. For this reason, Goodlin 
never asks patients, “Do you want 
CPR?” Instead, she says, “When at 
the end of your life, your breathing 
or heart stops, we have a choice. We 
can allow natural death or we can try 
to revive you.” If patients indicate 
they wish to be revived, Goodlin asks, 
“Are there situations in which you 
wouldn’t want your life prolonged — 
for example, if you couldn’t leave the 
hospital and live independently?”

“This is framing it as a choice 
between two positive options,” she 
says.

• Failure to thrive
Foreman has seen families get 

confused when providers use the term 
“failure to thrive,” as in an elderly 
patient with a suspected abdominal 
mass. “What they really mean is that 
it probably isn’t worthwhile exploring 
that too much because she’ll be dead 
long before the cancer kills her,” he 
says. Families sometimes wrongly 
assume the provider expects the 
patient’s condition to improve.

“It is a positive way of saying 
something else,” says Foreman. 
“It certainly creates challenges for 

families in crisis to tease out what that 
really means.” The clinician could be 
trying to get across to the family that 
the patient is very ill and probably in 
the dying process.

“Physicians often say, ‘I don’t want 
to take away their hope.’ But that’s 
pretty paternalistic,” says Foreman. 
“Patients need real information to 
make reality-based decisions.”

Providers are challenged to balance 
hard truths with compassion and 
empathy. “Sugarcoating information 
may not be as ethically appropriate 
as we think,” says Foreman. “We are 
denying people the ability to digest 
information for themselves.”

• Guarded prognosis
Physicians sometimes use this 

term when they really mean the 
patient is dying. “But to a family 
member, the hidden language that 
we use as healthcare providers is not 
understood,” says Foreman.

• Futile care
“If a patient is on a respirator 

and we know they are never going 
to get off, we might say, ‘This 
really is futile,’” says Foreman. A 
physician means the intervention 
can’t achieve its therapeutic goal. 
The patient’s family might look at it 
very differently — that the respirator 
is achieving the goal of keeping the 
patient alive.

“It is more important to 
understand what the patient values 
and to set goals for their care,” says 
Goodlin. “Then if a ventilator will not 
achieve the goals, that’s the message 
the family needs to hear.”

Instead of taking about “futile” 
care, Foreman asks open-ended 
questions such as, “What is your 
goal?” If the family answers, “For 
mom to go home,” the clinical team 
can inform the family that this isn’t 
going to occur. The team can then 
move from talking about specific 
interventions to discussing values.

“Futile is a very value-laden and 
confusing word,” says Foreman. 
“The challenge is that the family may 
have goals that aren’t therapeutically 
related, which might mean it’s worth 
the attempt anyway. It’s a difficult 
thing to grasp.”

• Life-limiting conditions
Patients or family may interpret 

this to mean that they just won’t be 
able to do as much as they used to 
do. In fact, says Goodin, “we are 
thinking that the condition is going 
to end their life sooner than if they 
didn’t have the condition. I learned to 
instead say ‘life-ending conditions.’”

• Life-sustaining interventions
This gives the impression that 

the patient’s life can be sustained 
indefinitely. “Oftentimes, the 
intervention isn’t life-sustaining — 
it’s death-delaying,” says Foreman.  
“Although biological functioning 
continues, we may be just delaying 
the inevitable.”
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COMING IN FUTURE MONTHS

Cystic fibrosis patients face ethical issues with 
direct-to-consumer genetic testing
Most indicate they prefer heath systems to provide testing

Researchers surveyed 47 patients 
with cystic fibrosis and 65 parents 

of children with cystic fibrosis to assess 
their views on direct-to-consumer carrier 
tests; most indicated they preferred 
healthcare systems to provide testing, as 
opposed to commercial companies.1

Michelle L. McGowan, PhD, 
associate professor of women’s, gender, 
& sexuality studies and bioethics at 
The Pennsylvania State University in 
University Park, notes that a precedent 
has been set in the U.S. that certain 
types of genetic risk information are 
more appropriately delivered by a 
healthcare provider.

“A more complex question is 
what sort of commercial labs are best 
positioned to market cystic fibrosis 
carrier testing,” says McGowan. At 
present, such testing can be made 
available to patients through a single 
gene test or large multi-gene disease-
targeted panels. McGowan is currently 
conducting research on how physicians 
are utilizing these options.

“Many fertility practitioners are 
finding that multipanel testing is 
offering more bang for the buck, 
because it can offer much more risk 
assessment than the single gene testing,” 
says McGowan. Providers should 
consider the following ethical questions, 
she says:

• Based on their racial-ethnic 
heritage or family history of cystic 
fibrosis, what’s the most appropriate 
test for this in this particular patient?

For patients who are already 
pregnant when they get tested, “options 
are ethically fraught,” says McGowan. 
These include termination of the 
pregnancy or preparing to care for a 

child with cystic fibrosis.
• Should costs be a consideration?
If the patient is tested pre-

conception, options include testing of 
embryos prior to implantation, using a 
gamete donor, or adoption. “All of these 
have expenses associated with them 
that can’t be anticipated by the offer of 
testing,” says McGowan. “This is one of 
the big issues that prospective users of 
this test should keep in mind.”

The test itself may not be expensive. 
But after learning the results, patients 
will then be faced with choices that 
have costs that aren’t always covered 
by insurance. “If people want this 
information, I think it should be 
available to them. We should not be 
withholding information that might 
be beneficial,” says McGowan. “But 
patients should be fully apprised of what 
the range of options are, and associated 
costs.”

• Who should be interpreting the 
results?

Providers aren’t necessarily experts in 
genetics and often rely on the labs for 
interpretation; labs might not be experts 
in the full range of genomic implications 
of a given test, and are for-profit centers. 
“What we are seeing is that the tests 
are being offered by OB-GYNs 
and reproductive endocrinologists 
offering fertility services, as opposed 
to medical geneticists or genetic 

counselors,” says McGowan.
Companies are presenting tests 

in terms of being able to rule out 
concerns about the health of the 
fetus. “But, in fact, these tests are 
specifically designed to find out if 
there is anything wrong with a fetus,” 
says McGowan. “To frame it as a 
technology of reassurance is ethically 
problematic.”

Currently, says McGowan, 
“we don’t have good measures of 
public demand or understanding of 
direct-to-consumer genetic tests. As 
genetics gets more fully integrated in 
healthcare, there will be a stronger 
demand from releasing it from 
medical control.”
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1. Which is true regarding providers 

making negative comments about 

patients, according to experts?

A . False or derogatory statements 

about a patient cannot be deemed a 

material departure from the prevailing 

standard of acceptable care .

B . The patient is not harmed if 

members of the healthcare team are 

the only ones to hear inappropriate 

remarks .

C . Such behavior constitutes 

unprofessional conduct only if the 

patient is aware of it .

D . Patients may have legitimate cause 

for concern that they could be a victim 

of malicious comments made by 

providers .

2. Which is true regarding giving 

individuals early access to 

investigational drugs, experts say?

A . Social media campaigns have 

ensured ethical responses from drug 

companies .

B . Right to Try laws facilitate the drug 

development process .

C . There are few safety concerns 

because the requested drugs have 

already been proven efficacious .

D . There is a concern that Right to 

Try laws can threaten clinical trials by 

giving patients a pathway to avoid 

trials designed to rigorously evaluate 

the new drug .

3. Which of the following actions is 

recommended for providers to 

improve advance care planning for 

heart failure patients, according to a 

recent study?

A . Base discussions on four transitions 

commonly experienced by patients 

and caregivers, including first 

diagnosis, adjustment, taking control, 

and the inevitability of death .

B . Avoid revisiting discussions about 

patients’ preferences .

C . Obtain specific instructions about 

when to start and stop life-sustaining 

care, but only when a patient is first 

diagnosed .

D . Tell patients upfront that 

defibrillators cannot morally or legally 

be turned off .

4. Which is an ethical concern regarding 

genetic screening for cystic fibrosis?

A . Most patients prefer getting results 

from commercial companies instead 

of healthcare providers .

B . Patients are needlessly alarmed 

when told of costs that aren’t covered 

by insurance .

C . Providers often rely, for 

interpretation, on laboratories, which 

might not be experts in the full range 

of genomic implications of a given 

test .

D . Testing is currently offered only by 

medical geneticists .


