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Gearing up for the worst
for the mentally impaired
When disaster strikes, a plan in place is imperative

Planning for a disaster is always important and necessary, and prob-
ably even more so when the disaster affects the mentally impaired in 
a hospital setting. 

The authors of a commentary that appears in Biosecurity and 
Bioterrorism: Biodefense Strategy, Practice, and Science,1 suggest that more 
attention should be devoted to triaging and managing those individuals 
identified as having mental disorders if a disaster were to arise. (For more 
information on the commentary, see the October issue of Medical Ethics 
Advisor, p. 111.) Ensuring the needs of these individuals are met during a 
disaster are vital aspects of preparedness planning, say ethical experts.

“When we think about planning for individuals with non-physical 
impairments, there is a range of differences and needs, from behavioral 
issues, to cognitive, to emotional issues,” says Kathy Kinlaw, MDiv, associ-
ate director and program director, health, science and ethics, for the Emory 
University Center for Ethics; bioethics associate in pediatrics, Emory School 
of Medicine, and executive director of the Healthcare Ethics Consortium 
of Georgia, Emory Hospital, all in Atlanta. In some ways, disaster plan-
ning incorporates and is similar for all populations across a community, 
but there are planning concerns that are of particular importance in mental 
health services, she adds.

Disaster plans readily address support for mental health needs faced by 
all who are impacted by a crisis, Kinlaw says. “There are fewer plans which 
incorporate specific ways to support those who are dealing with mental 

EXECUTIVE SUMMARY

The authors of a commentary suggest that more attention should be 
devoted to triaging and managing those individuals identified as having 
mental disorders if a disaster were to arise.
• individuals with new symptoms or pre-existing mental disorders are 
more vulnerable to adverse outcomes during and after disasters.
• ethical issues that might arise during a disaster include patient rights.
• Practicing for a disaster, using full-scale drills as well as table-top discus-
sion, is helpful in disaster planning. 
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health concerns prior to the crisis,” she says.
Amy Davis, MS, LPC, business analyst in clinical 

information systems at Ridgeview Institute in Smyrna, 
GA, agrees with the commentary. “As a psychiatric 
hospital, we approach disaster planning with our spe-
cific patient population in mind,” she says. Davis notes 
that whether the disaster is natural or man-made, the 
focus of the planning revolves around the safety of 
patients in the facility, assisting other hospitals in the 
region in caring for psychiatric patients, and providing 
crisis counseling and support to members of the com-
munity who are in need. 

Kinlaw says, “When individuals with mental health/
behavioral health concerns are in need of healthcare 

interventions during a crisis, there may be increased 
challenges around consent to treatment.” 

Kinlaw notes that healthcare professionals dealing 
with a disaster should not assume that any particu-
lar individual is incapable of decision making. “For 
example, many individuals with psychiatric diagnoses 
are quite capable of making decisions about the spe-
cific healthcare treatment decision he or she is facing. 
In a crisis the pressure to make decisions rapidly and 
the lack of people resources to assess decision-making 
capacity could place patient rights at risk, especially for 
those who are less able to advocate for themselves,” 
says Kinlaw.  

Disaster plans should include additional training for 
all hospital staff who might  be asked to assist in the 
care of individuals with chronic or serious mental ill-
ness, According to Kinlaw. “Training in psychological 
first aid should be available, along with a clear triage 
plan for individuals who need additional interven-
tion,” she says. In the planning stage, family members 
(or other surrogates) of these patients should be made 
aware that the hospital might not be able to continue 
routine treatment and that family involvement might 
be important during a crisis.

While it is important to ensure the safety of all 
patients during a disaster, concern for patient safety 
might be heightened depending on the nature of the 
underlying condition or illness. “Given the broad 
range of mental health issues, it is difficult to make 
uniform, and perhaps stereotyping, recommendations 
about evacuation,” says Kinlaw. If the crisis leads to 
increased stress or anxiety with escalation of underly-
ing conditions, special efforts might be needed to help 
patients cope with symptoms and participate as calmly 
as possible in the evacuation.

Kinlaw says that residents of institutions might face 
additional challenges. “In a crisis such as pandemic 
influenza in which ‘social distancing’ is instituted, 
visitors may not be allowed. (For information about 
ethics guidelines for a pandemic influenza, see story, 
p. 123.) Some residents or inpatients who anticipate 
regular visits from family or friends may have difficulty 
understanding or dealing with the change in routine.” 
Suggestions on how staff should address this poten-
tial problem might simply involve being upfront with 
patients about what is going on. 

According to the commentary, individuals with new 
symptoms or pre-existing mental disorders are more 
vulnerable to adverse outcomes during and after disas-
ters. Davis says that your disaster plan needs to include 
plans to decompress your psychiatric units in order to 
handle the influx of patient needing emergency medical 
treatment. Your disaster planners should talk to psy-
chiatric hospitals in your area, before disaster actually 
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strikes.
“Our disaster planning [at Ridgeview] involves 

assisting acute care hospitals with decompressing their 
psychiatric units in order to help them accommodate 
more medical emergencies,” says Davis.  

During communitywide exercises and drills, 
Ridgeview often participates by simulating an influx of 
psychiatric patients transferred to the facility quickly 
from other area hospitals, says Davis. Your facility 
could include transfer of psychiatric patients in your 
disaster drills to be prepared for this scenario. Disaster 
plans should provide crisis counseling to members of 
the community who have to deal with the emotional 
effects of the adversity. 

As with most pre-emptive planning, ethical issues 
must be addressed. Because a disaster is never expected 
or likely, even it can be difficult to ensure that ethics 
remain at a high standard. “Some ethical issues that 
might arise during a disaster might involve patient 
rights,” Davis says. “For example, before giving medi-
cation to a child or adolescent, we have to obtain the 
parent or guardian’s permission. In a disaster, with 
phone lines down, it might be impossible to contact a 
parent/guardian when a child/adolescent is in need of 
a medication.” In situations such as this, the next steps 
would be at the discretion of the healthcare provider. 

Many of these mentally impaired individuals rep-
resent historically vulnerable groups, and crisis plans 
need to be careful not to exacerbate existing disparities 
in care, Kinlaw says. “For individuals who are unable 
to assess risk in a crisis or react in ways to protect 
their own interests, surrogate decision-makers may be 
needed,” she says. “To the degree possible, individuals 
with mental health/behavioral health concerns should 
be included in planning and decision making, and a 
shared model for decision making created.”

Ridgeview staff continues to practice for potential 
disasters, Davis says, “Using full scale drills as well as 
table-top discussion have been very helpful,” she says. 
“Each exercise shows us areas we can improve on and 
ideas for how we can better prepare our staff and help 
our patients.” 

According to Davis, when participating in full 
scale drills, Ridgeview has benefitted immensely from 
involving other hospitals from the region and other 
agencies including public health and local emergency 
management agencies. “It has been really interesting to 
see how other facilities work during drills, and by par-
ticipating in the exercises together and discussing the 
exercise afterward, we have learned a lot by listening to 
the experience of other hospitals,” Davis says. 

Many non-psychiatric hospitals that have set up 
crisis counseling services for patients and families who 
were disaster survivors, she says. “Services such as 

these would be helpful for psychiatric patients as well, 
in the aftermath of a disaster,” says Davis.
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Ethics guidelines 
for pandemics

According to a follow-up study1 in the American 
Journal of Public Health, few states in the United 

States have properly addressed ethical issues sur-
rounding pandemic flu preparedness in recent years. 

The original study2 was conducted in 2007 and 
published in the same journal. Researchers James C. 
Thomas, PhD, MPH, and Siobhan Young, MPH, 
from the Gillings School of Global Public Health at 
the University of North Carolina, Chapel Hill, NC, 
were assessing the progress made after the 2007 sur-
vey. Their current study was funded by the Centers 
for Disease Control and Prevention (CDC).

The researchers analyzed the federal and state 
plans, available on the Internet, for evidence of ethical 
guidance as judged by the presence of ethical terms. 
The most striking finding, the researchers reported, 
was an absence of ethical language. Although some 
states acknowledged the need for ethical decision-
making, few prescribed how it should happen. If a 
particular state did have recommendations on ethics 
preparedness, Thomas and Young followed up with 
phone calls to gather more specifics. Thomas and 
Young also found that states who have addressed 
the ethical issues that arise from any pandemic 
have focused primarily on allocating scarce hospital 
resources, while somewhat ignoring such issues as 
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community engagement surrounding isolation and 
quarantine plans. 

The new study found that six states (Iowa, Indiana, 
New Mexico, North Carolina, South Carolina, and 
Tennessee) had their own guidelines for ethical deci-
sion making, and three others referred visitors to 
CDC guidelines: Utah, West Virginia, and Wisconsin. 

Additionally, four states web sites linked to pre-
sentations on ethics and pandemic flu: Iowa, Idaho, 
Minnesota, and North Carolina. Idaho’s site linked 
to North Carolina’s presentation, and the Minnesota 
health department’s site linked to materials on the 
pandemic flu web site of the University of Minnesota 
School of Public Health, Minneapolis. (For more 
information, see Resources, right.) The researchers 
also noted that only one of 21 recent state-sponsored 
pandemic flu summits had an ethics discussion on the 
agenda, and that was North Carolina. 

The study also found that seven states made rec-
ommendations to further develop ethics-related poli-
cies or capacities following this summit. Of these, six 
states (Iowa, Indiana, Minnesota, North Carolina, 
New York, and South Carolina) created a task force 
to make recommendations. The most common rec-
ommendations made were related to allocating scarce 
resources in hospitals. The seventh state, California, 
listed eight legal and ethical recommendations but 
had not acted on implementing them and had not 
designated anyone to follow through on them. 

In Minnesota and New York, state health depart-
ment were reviewing the recommendations, while 
officials in North Carolina and South Carolina were 
working with medical and hospital boards to imple-
ment them. In Indiana, the state health department 
was nearly finished implementing one of 15 recom-
mendations. 

After Iowa’s task force developed an ethical frame-
work, the state’s epidemiologists were trained in the 
new policies and then conducted half-day regional 
workshops for hospital administrators and public 
health professionals. They also provided follow-up 
support, such as help creating ethics panels. 

The authors found that the key factor in promot-
ing progress on ethics steps was “unambiguous” 
support from the top. The main barrier to progress in 
California, they said, was “a lack of appreciation for, 
or priority given to, public health ethics among those 
receiving the recommendations.” 

In contrast, the authors said that strong cultures of 
community involvement in Iowa and corporate citi-
zenship in Minnesota fostered advancement on these 
issues. 

The authors conclude, “The sense of urgency for 
pandemic influenza preparation, including ethical 

considerations, seems to have passed.” However, they 
warn, “in a pandemic of highly pathogenic influenza, 
there will be little time to sort out complicated issues 
such as the particular values or needs of minority 
populations.” 

The researchers encourage national organiza-
tions such as the CDC and Association of State and 
Territorial Health Officials (ASTHO) to disseminate 
best ethics-related practices, coach state health depart-
ments on implementing best practices, and help iden-
tify gaps and address, with funds and expertise, how 
to fill those gaps with comprehensive guidelines. 

REFERENCES
1. Thomas J, Young S. Wake me up when there’s a crisis: 
Progress on state pandemic influenza ethics preparedness. 
Am J Public Health 2011; Published online ahead of print 
Sept. 22, 2011: e1-e3. Doi:10.2105/AJPH.2011.300293.
2. Thomas J, Dasgupta N, Martinot A. Ethics in a pan-
demic: A survey of the state pandemic influenza plans. Am 
J Public Health 2007; 97:S26–S31.  n

RESOURCES

• U.S. Department of Health and Human Services flu web 
site. Web: http://www.flu.gov.

• Council of State and Territorial Epidemiologists. Web: 
http://www.cste.org/dnn.

• Iowa Department of Public Health. http://www.idph.state.
ia.us/pandemic.

• Minnesota Department of Health. http://www.health.
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Changes to Common Rule 
could affect biobanks

For years, federal regulations have deemed the 
research use of deidentified blood and tissue 

samples collected in clinical procedures to be non-
human subjects research, and therefore, they have 
not required informed consent from the patients from 
whom they were taken.

Now the Department of Health and Human 
Services (HHS) proposes to change that rule with a 
revision that could potentially affect the operations 
of some institutions’ biobanks. In its advance notice 
of proposed rulemaking (ANPRM), the department 
proposes requiring written consent for any research 
use of biospecimens collected for clinical purposes, as 
well as strengthened data protections to minimize the 
risk of re-identification. In its discussion of the pro-
posed change, HHS notes that advances in technology 
put even deidentified samples at risk of being used in 
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ways that could allow re-identification. 
They also point to surveys that show people want 

to be able to decide whether their samples are used 
for research. Public opinion in this area is clear, says 
Jeffrey R. Botkin, MD, MPH, associate vice presi-
dent for research integrity at the University of Utah 
in Salt Lake City. “What we’ve found, what others 
have found, is that the majority of people are willing 
to have their samples used, they’re willing to have 
their children’s samples used,” Botkin says. “But they 
want some element of choice in there. These proposed 
changes try to honor those desires and so are quite 
good and appropriate in terms of what we under-
stand the public’s request to be in this regard.” 

Effects on “opt out”

The changes as proposed would apply only to 
specimens collected after the effective date of the 
final rule. However biobanks that take in leftover 
deidentified samples from clinical procedures might 
be required to change the way they do business going 
forward.

The degree of those changes would depend on 
the operations of an individual biobank. Vanderbilt 
University in Nashville, TN, for example, collects 
leftover blood samples from clinical use for its BioVU 
bank. But everyone who receives care at Vanderbilt 
signs a form stating that they understand specimens 
taken from them might be used for research, says 
Todd Rice, MD, medical director of the Vanderbilt 
Human Research Protection Program. People who 
do not want this research use of their specimens may 
check a box to opt out of the program. 

“The [ANPRM] says that you can do a quick, 

short-form consent, and our BioVU patients actu-
ally do that,” Rice says. “We think in the overall 
scheme of things, it’s not going to affect us that much, 
although we may have to tweak that form some.”

However, he says, the hospital has long collected 
and archived tissue samples that have been used in 
research. “In some of those cases, there’s no consent 
for the use of those. They didn’t sign the BioVU 
form,” Rice says. Depending on whether the existing 
samples are grandfathered in, their use in research 
might be curtailed.

Parental consent for leftover blood

The new regulations would affect another potential 
source of biobank samples: leftover blood samples 
from the required state screening that babies receive 
at birth. 

They are considered a potentially valuable research 
resource, since the samples come from all babies born 
in a state. However, their use without parental per-
mission has been controversial and prompted lawsuits 
in three states: Texas, Michigan, and Minnesota. (For 
more information about pediatric biospecimens, see 
story, p. 126.)

At least one state, Michigan, has created a program 
to seek parents’ consent for the use of leftover new-
born blood spots. However, Botkin says many other 
states still are considering how to handle this tricky 
issue. “The proposed changes would provide a more 
substantive set of guidelines about what would be 
consistent with the regulations,” Botkin says. “On the 
other hand, this may mean that folks will sit back to 
a certain extent and wait to see what happens at the 
federal level before they change their policy.”

He says that while the change requiring explicit 
consent for research use of biospecimens is a good 
one, the proposal would require only a brief consent 
form generally agreeing to permit future research. In 
the questions section of the ANPRM, there is some 
discussion of giving those who donate samples an 
opportunity to check off potential research uses for 
which they don’t want their sample used.

“What they’ve proposed is a very brief consent 
process that’s open-ended in nature,” Botkin says. 
“And therefore it’s at substantial risk, in my opinion, 
of becoming a perfunctory process. It’s just another 
form to sign when you come into the hospital or 
clinic. You’ve officially gotten their written consent, 
but you’ve not really had any sort of meaningful edu-
cation or engagement about the issues.”

He’s working on a program to educate parents 
about the research use of newborn bloodspots, which 
could be delivered during prenatal visits. (For more 

EXECUTIVE SUMMARY

An advance notice of proposed rulemaking would 
require consent for research use of leftover clinical 
specimen, even if deidentified.
• Federal regulations previously have deemed 
the research use of deidentified blood and tissue 
samples collected in clinical procedures to be non-
human subjects research, and therefore they have 
not required informed consent from the patients 
from whom they were taken.
• the department of health and human services 
(hhs) proposes to change the rule by requiring writ-
ten consent for any research use of biospecimens 
collected for clinical purposes.
• the changes as proposed would apply only to 
specimens collected after the effective date of the 
final rule.
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information about the education process, see story, 
below.) Botkin says this new requirement for consent 
should prompt institutions to beef up their education 
to patients about the benefits and risks of biobank 
research.

“We’ve found that people in the general public 
oftentimes have a very limited understanding of what 
research is all about,” Botkin says. “They have a dif-
ficult time conceptualizing what the benefits and risks 
are of research.”  n

Education about
active consent

An education process has been under way for 
nearly a decade at the Marshfield Clinic in 

Marshfield, WI, which operates an active consent 
biobank called the Personalized Medicine Research 
Project (PMRP).

Marshfield uses a community advisory board, 
focus groups, newsletters and other strategies to edu-
cate the community about the importance of the bio-
bank and how samples would be used. Jonathan C. 
Reeser, MD, chairman of Marshfield’s review board, 
says the institution’s efforts helped establish a bond of 
trust between the clinic and the community.

“It seems to me that without that, we would not 
have been as successful as we were,” he says. “Right 
now, our biobank is beyond 20,000 enrollees or sam-
ples, and to obtain that in a community of our size is 
pretty remarkable.” He says that he doesn’t foresee 
any major changes in the PMRP’s operation as a 
result of the proposed revisions to the Common Rule.

Two issues that weren’t addressed in detail in the 
ANPRM have some potential impact on biobanks. 
One is the notion of group harm: whether review of a 
research project should consider the risks to a group 
from which samples are taken, says Jeffrey R. Botkin, 
MD, MPH, associate vice president for research integ-
rity at the University of Utah in Salt Lake City.

The other is return of research results to partici-
pants. Botkin notes that the revised regulations would 
not allow a study to be exempt from review if the 
researcher plans to return results to participants. 
What this doesn’t address, he says, is the possibility 
that serious results could come up in the course of a 
study prompting a decision to seek out the partici-
pant.

“For example, if in the conduct of your research, 
you come across a chromosomal rearrangement or a 
BRCA1 mutation [indicating an increased risk of can-
cer], is it appropriate simply to say, ‘We told people 

we weren’t returning results, so we’re not going 
to return those results’?” Botkin says. “Some have 
argued, once you get that level of information, then 
you ought to feel an ethical obligation to get back to 
those people irrespective of what the original con-
sent said. I think that’s an interesting and important 
debate that still has to go on here.”  n

Pediatric biospecimens 
lead to ethical concerns

When Vanderbilt University’s BioVU biobank 
considered whether to add pediatric biospeci-

mens to the adult samples already being gathered, 
officials faced a range of ethical questions.

Kyle Brothers, MD, a pediatrician in Nashville, 
TN, and adjunct professor of law at Vanderbilt in 
Nashville, says the leaders of the biobank examined 
those questions in the framework of BioVU’s opt-out 
procedure, in which all patients who arrive at the hos-
pital or its related clinics sign a form stating that they 
know their leftover biospecimens could be used for 
research. Those who don’t wish such use check a box 
to opt out of the program. 

Brothers says biobank officials wanted to know 
how parents felt about the idea of collecting these 
types of samples from their children during pediatric 
visits. At that point, officials weren’t sure whether to 
extend the same opt-out procedure to the pediatric 
samples or to require a more stringent consent pro-
cess. 

“I originally became involved because I’m a pedia-
trician and an ethicist,” he says. “I went into clinics, 
and while parents were waiting to talk to their chil-
dren’s doctor, I took advantage of that time to tell 
them about BioVU, to show them the opt-out forms, 
and get their opinion about the whole thing.”

Parental support

Brothers says he met with more than 60 parents in 
a variety of settings and found overwhelming support 
for the idea. 

“Parents recognized that research in children was 
important, and they really liked that this was a way 
to do that research without having to give children an 
extra needle stick,” he says. 

Although Brothers intentionally avoided settings 
where children were extremely sick, he did visit clin-
ics to talk to parents whose children had chronic 
illnesses. He says those parents were particularly sup-
portive of the opt-out plan. Based on these results, the 
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decision was made to keep the opt-out process essen-
tially the same for children, he says.

The process is set up to make opting out easy, 
regardless of whether the decision is made by the 
parent, by the child if he or she is able, or even by 
another caregiver who brings the child in for a doc-
tor’s visit. “We don’t require for this that you have to 
have legal authority to consent [in order to opt out]; 
it’s the opposite,” he says. “You’re opting out, and 
we don’t want any unnecessary barriers to opting out. 
“So if Grandma brings the kids to the clinic and reads 
that and says, ‘I don’t want my baby to be involved 
in that,’ she can check that box. We won’t go back 
to her and say, “I’m sorry you’re not the parent, you 
can’t legally do that.’” 

Likewise, he says, a teen-ager can read the form, 
check the box, and samples will not be taken.

Re-identification risk

Brothers says one key ethical element to consider 
in biobanking is the risk of re-identification of partici-
pants, even those whose data has been stripped of the 
common HIPAA identifiers. As an example, he points 
to a county near Nashville, which has high-income 
residents and is much more homogenous than the city 
itself. 

“So a person of a certain ethnic group, of a certain 
age, of a certain gender in that county could be identi-
fiable to one person,” Brothers says. 

Vanderbilt has addressed this issue through an 
innovative approach. For any proposal to share 
BioVU’s information outside the hospital — for 
example, to the Database of Genotypes and 
Phenotypes (dbGaP) — the biobank uses an informat-
ics tool that closely examines the data being shared.

In effect, Brothers says, it attempts a sort of reiden-
tification of those records, by comparing the data to 
other publicly available databases. If this comparison 
turns up records at high risk for re-identification, 
those records have more data removed. “What the 
software does is it gives us the opportunity to reduce 
the amount of information in that particular record, 
so that it becomes less identifiable,” Brothers says. 

The process is not necessary for research conducted 
in-house, he says, because all of Vanderbilt’s research-
ers have signed data use agreements that forbid them 
from attempting to re-identify participants. Brothers 
serves on a committee, separate from the institutional 
review board (IRB), which reviews all proposals for 
use of the biorepository. That committee assesses the 
scientific value of the research and operational ques-
tions, as well as the risk of re-identifiability in the 
study’s design. 

“I have not talked to a lot of people who report 
that they are the ethics reviewer for a bioreposi-
tory,” Brothers says of his role. “I think that gener-
ally there’s a compliance question that the IRB helps 
answer. But these are relatively unique questions 
about the re-identification risk.”

RESOURCE

Brothers K. Biobanking in pediatrics: The human nonsubjects 
approach. Per Med 2011; 8:79.  n

Training surgeons
and informed consent

According to a study that appears in Archives of 
Surgery, between 85% and 94% of patients were 

willing to sign forms permitting medical residents to 
assist surgeons, but many will not consent to giving 
residents a major role during surgery.1 Fewer patients 
consented when the form offered more detailed 
information about the education level or role of the 
student.

For the study titled, “Training surgeons and the 
informed consent process,” researchers compiled data 
from 316 questionnaires completed by patients from 
a tertiary-level U.S. Army hospital and referral center. 
The study population consisted of all patients who 
were scheduled for an elective surgical procedure and 
who had arrived at the general surgical clinic for their 
final preoperative evaluation 

Most of the patients that were polled (91.2%) said 
that their care involving residents in a teaching hos-
pital would be “equivalent to or better than that of a 
private hospital.” When asked whether they would 
allow a student to participate in a surgical procedure, 
85.0% agreed to an intern, and 94.0% agreed to a 
resident.

The percentage of patients who consented to the 
residents’ role went down when patients were “given 
specific, realistic scenarios involving trainee participa-
tion.” For example, only 57.6% consented when a 
junior resident would be assisting a staff surgeon, and 
when a staff surgeon would be assisting the resident, 
only 32.1% of those patients polled gave consent. 
That percentage dropped even further to 25.6% 
when a staff surgeon would be observing the resident 
and dropped to 18.2% when the resident would be 
performing the procedure without the staff surgeon 
present.

It is not common for patients to be made aware 
of a resident’s role in surgical procedures, but those 
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questioned in the study “overwhelmingly” thought 
they should be informed and said that the informa-
tion could “change their decision of whether to con-
sent.”

The authors of the study determined that policy 
makers should consider the variation in willingness of 
patients to be treated by physicians in training.

“We believe that broad calls for routine mandated 
disclosure should be carefully planned and analyzed 
prior to implementation to avoid any adverse effects 
on surgical training,” the researchers say.

REFERENCE 
1. Porta C, Sebesta J, Brown T, et al. Training surgeons 
and the informed consent process. Arch Surg 2011. 
Doi:10.1001/archsurg.2011.235.  n

Thomas H. Gallagher, MD, associate profes-
sor in the Departments of Medicine and Bioethics 
and Humanities at the University of Washington 
in Seattle, discussed the case of a 4-year-old boy 
whose brain swelling was not detected in a CT 
scan. 

While the hospitals were not named, Gallagher 
provides this summary of the case: The boy pre-
sented to an emergency department (ED) with 
three days of vomiting associated with lethargy 
and fevers. A CT scan was performed, and the 
radiologist reported the results were normal. A 
rapid test for streptococcal pharyngitis (strep 
throat) was positive, and the child was admitted 
to the hospital for ongoing care and given intra-
venous hydration and antibiotics. Over the next 
24 hours, the child became increasingly confused, 
disoriented, and lethargic. The following morning, 
his condition worsened, and he had a respiratory 
arrest. He was placed on a ventilator and trans-
ferred to the intensive care unit (ICU).

In the ICU, he was noted to have fixed and 
dilated pupils on neurologic exam, a sign of seri-
ous neurologic injury. A repeat CT scan of the 
brain revealed severe cerebral edema (swelling of 
the brain) with evidence of herniation of the brain 
through the base of the skull. He was transferred 

Doing the right thing doesn’t guarantee that 
everyone is going to be pleased, says Frederick 

S. Southwick, MD, professor of medicine in the 
Division of Infectious Diseases and quality projects 
manager for the senior vice president for health 
affairs at the University of Florida Shands Health 
System and the University of Florida College of 
Medicine in Gainesville.

Shands has a policy of transparency when it 
comes to medical errors, Southwick explains. When 
an error occurs, the policy is to immediately inform 
the patient and offer restitution. The result has been 
a marked reduction in malpractice insurance premi-
ums, Southwick says. 

“Legal fees have plummeted, and the money they 
spend goes to the people who deserve remunera-
tion: the injured patient and their family,” he says. 
“Under the standard approach, over 60% of mal-
practice funds go to the lawyers.”

Southwick once encountered a situation in which 
he had to disclose to a patient that an error had 
occurred under previous care by another physician, 

and he says the experience shows how difficult 
that can be. “As an infectious disease consultant, 
I was asked to see a patient who had a severe 
postoperative infection after a prolonged delay in 
the initiation of antibiotics. The patient asked me 
if he should have been treated earlier, and in the 
spirit of honesty and openness, I told him, yes he 
should have been treated earlier,” Southwick says. 
“I then informed the physician who had consulted 
me about the patient’s concerns, and we together 
contacted our risk management team. They in turn 
discussed in detail the patient’s concerns with him, 
and they forgave his hospital bills and provided him 
with compensation for his lost time at work.”

The patient was satisfied, Southwick says, but 
the other physician’s initial reaction was not posi-
tive. “The physician who inadvertently delayed 
the initiation of antibiotics was unhappy with my 
response, but after I explained that this strategy 
would greatly reduce the likelihood of a malpractice 
suit, he understood my approach, and we remained 
friends and close colleagues,” he says.  n

Parents weren’t told link
between error and death

The question of whether to inform patients of 
a previous provider’s error was highlighted 

recently in a discussion posted by the Agency for 
Healthcare Research and Quality (AHRQ). 

Policy of transparency about medical errors
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Reporting responsibilities 
of incidental findings
Pros outweigh the cons

The manner in which investigators, research insti-
tutions, and review boards handle incidental 

findings has evolved in recent years, with a consensus 
now forming around the belief that research sites 
have an ethical responsibility when it comes to report-
ing certain incidental findings to research subjects.

“Things are changing in clinical medicine as well as 
in research,” says John P. Phillips, MD, medical direc-
tor of the Mind Research Network in Albuquerque, 
NM. Researchers sometimes encounter incidental 
findings during neuroimaging research for which it 
would be unethical to not give the information to 
research subjects, he notes.

The problem involves the logistics and equity of 
these reports: How do you report these in a system-
atic, feasible, and equitable way?

The Mind Research Network (MRN) has devel-
oped and recently implemented a process that so far 
has worked well for investigators and research par-
ticipants. It involves a template for reporting the inci-
dental findings. It also includes having Phillips handle 
cases in which findings are abnormal and require a 
telephone call to a subject before the letter is mailed.

One ethical consideration is deciding what to do if 
there is an incidental finding that has unclear impli-
cations, Phillips says. For example, a scan finding 
might indicate that a person has white matter disease, 
but the implication is nebulous, he notes. “We don’t 
know if it harbors multiple sclerosis or if it won’t go 
anywhere,” Phillips says. “The research subject who 
hears these findings has his own understanding, and 
it’s always different from what the researcher under-
stands.” Investigators might not know whether to 
downplay such findings or push for an evaluation, he 
adds.

As MRN developed this reporting process, ethi-
cal implications involving referrals proved to be a 
hurdle that needed to be overcome, says Jody M. 
Shoemaker, MS, CIP, CCRP, director of research at 
the Mind Research Network.

If a participant’s letter said that a referral was rec-
ommended, although it didn’t indicate the referral 
was urgent, then this situation could fall into a gray 
area. The participant might experience additional 
stress or face financial implications if he or she visited 
a community provider or had another neurological 
scan as part of a clinical examination. Then it could 

from this hospital to a tertiary care center for 
ongoing management. At the tertiary care center, 
the child was evaluated by neurology and neuro-
surgical teams. Further testing revealed a diagnosis 
of venous sinus thromboses (blood clots in the 
veins of the brain), which had led to edema and 
herniation. Unfortunately, the brain damage was 
too advanced, and the child was determined to 
have no chance to survive.

As part of their routine evaluation, the neurol-
ogy, neurosurgical teams, and the radiologists at 
the tertiary care center reviewed the CT scan that 
had been performed in the original ED. Although 
the findings were subtle, they found that the scan 
was not normal (as had been reported) but demon-
strated clear evidence of cerebral edema. The ini-
tial hospital had not recognized these findings and 
therefore had not pursued further work-up for the 
cause, which would have been indicated. The neu-
rology and neurosurgical teams thought that if the 
brain swelling had been recognized at the time, the 
child could have been transferred earlier, received 
surgical management, and might have survived.

When it was clear the child could not survive, 
the pediatricians met with the mother and father 
to explain that their child was brain dead. Angry 
and upset, the parents asked repeatedly, “How 
could this happen? How could the CT scan have 
been normal and then be so bad in less than 48 
hours?”

Due to concerns of legal liability, the hospital 
administration and the risk management depart-
ment at the tertiary care hospital had instructed 
the physicians and other providers to not disclose 
the misinterpretation of the original CT scan. In 
fact, they were instructed not to comment on the 
care provided by the initial hospital in any way. 
Therefore the parents were never told that an error 
had been made that might have contributed to 
their child’s death. (For more information about 
policy of transparency about medical errors, see 
story, p. 129.)

Gallagher concludes that the tertiary care hos-
pital was wrong. “In the case discussed, the two 
hospitals should have had an open dialogue about 
the case,” he writes. “If they determined that a 
clear error occurred, providers should have found 
a way to disclose the error openly and honestly to 
the parents. This outcome would have been ethi-
cal, collaborative, and patient-centered.

RESOURCE
The entire commentary can be found online at http://tinyurl.
com/444oca3.  n
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be the findings indicated nothing more serious than 
a sinus infection, she explains. “So we put extensive 
language in the consent form to address this issue,” 
Shoemaker says.

Another risk is that an incidental finding might 
indicate a serious problem, but the research partici-
pant lacks medical insurance that would cover a refer-
ral or treatment, Phillips says. “We do everything we 
can to help them out,” he adds. “I have subjects with 
some follow-up and no financial resources at all, and 
there are physicians who will treat them for free or 
they have to negotiate with the university system for a 
sliding fee scale.”

Even with these types of risks from the reporting 
of incidental findings, there is support in the literature 
for making these routine, Phillips says. “Secondly, 
even if an informed consent form says the person 
won’t get the results, the subject expects to be told if 
there’s anything found at all,” he adds.

Sometimes an incidental finding that appears to be 
a great example of why these need to be reported to 
subjects can prove to be problematic. For instance, 
Phillips recalls a case in which an incidental finding 
noted a potential brain tumor. It was clear to Phillips 
that the research participant needed to see a neurosur-
geon and have another brain scan.

However, when he spoke with the participant to 
relay this news, the person’s reaction was unpredict-
able. “The person said, ‘Thank you very much, but 
I’m going to go on with my life,’” Phillips says. “I felt 
the person could die from this.”

The research participant’s sister got involved in the 
case and had Phillips meet with her and the research 
participant to discuss it and make certain there was 
some follow-up. This extra step seemed ethically war-
ranted because the participant’s family member pro-
vided information that put doubt on the participant’s 
ability to make a fully informed medical decision. But 
the entire situation highlights how even seemingly 
black-and-white cases of reporting incidental findings 
can pose an ethical dilemma.

The MRN reached the decision that the benefits 
of providing incidental finding reports outweighed 
the risks, and that consensus in the research world is 
starting to form around the idea that incidental find-
ings in neuroimaging research must be addressed in 
some fashion, Phillips says. “My feeling is we owe 
something to our research subjects,” he explains. 
“They give a lot of themselves to be a part of the 
study.” From an ethical point of view, compassion 
should be a part of the equation, he adds.

“Researchers have an obligation, just like in clinical 
medicine, to recognize the power differential between 
themselves and subjects,” Phillips says.  n

Should line be drawn
against gallows humor?

Doctors and other medical professionals occasion-
ally joke about their patients’ problems. Some of 

these jokes are clearly wrong, but some joking between 
medical professionals is not only ethical, but it actually 
can be beneficial, concludes an article in the Hastings 
Center Report.1

The author, Katie Watson, JD, bridges the worlds of 
medical ethics and comedy: she is an assistant profes-
sor in the Medical Humanities and Bioethics Program 
at the Feinberg School of Medicine at Northwestern 
University, Chicago, and she teaches improvisation 
and writing at The Second City Training Center in 
Chicago. What prompted her to explore the ethics 
of gallows humor in medicine was the story a doctor 
friend told her in which, years earlier, he and other 
residents tried unsuccessfully to save a teen-age pizza 
delivery boy who had been shot while delivering their 
dinner. 

After finding the pizza box where the boy dropped it 
before running from his attackers, one of the residents 
made a joke: “How much you think we ought to tip 
him?” The residents laughed, and then ate the pizza. 
“Was it wrong to make a joke?” the doctor asked.

This question intrigued Watson as a bioethicist, she 
says, “because it is about moral distress, power imbal-
ances between doctors and patients, and good people 
making surprising choices.”

While there is a lot of literature on humor in medi-
cine generally, particularly about clinician-patient inter-
actions and the health benefits of laughter, she says 
there is relatively little that addresses gallows humor 
in medicine, which usually occurs between healthcare 
providers and treats serious, frightening, or painful 
subject matter in a light or satirical way. “The claim 
that being a physician is so difficult that ‘anything goes’ 
backstage misuses the concept of coping as cover for 
cruelty, or as an excuse for not addressing maladap-
tive responses to pain,” Watson writes. “However, 
blanket dismissals of gallows humor as unprofessional 
misunderstand or undervalue the psychological, social, 
cognitive, and linguistic ways that joking and laugh-
ing work. Physicians deserve a more nuanced analysis 
of intent and impact in discussions of when gallows 
humor should be discouraged or condemned in the 
medical workplace.”

Watson’s analysis draws on literature from the 
humanities and social sciences on why we joke and on 
various uses of humor, including “backstage” humor 
that serves as a bonding and coping mechanism among 
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CME INSTRUCTIONS
To earn credit for this activity, please follow these instruc-

tions.
1. read and study the activity, using the provided references 
for further research.
2. log on to www.cmecity.com to take a post-test; tests can 
be taken after each issue or collectively at the end of the 
semester. First-time users will have to register on the site 
using the 8-digit subscriber number printed on their mailing 
label, invoice or renewal notice. 
3. Pass the online tests with a score of 100%; you will be 
allowed to answer the questions as many times as needed to 
achieve a score of 100%. 
4. After successfully completing the last test of the semester, 
your browser will be automatically directed to the activity 
evaluation form, which you will submit online. 
5. once the completed evaluation is received, a credit letter 
will be e-mailed to you instantly.  

CME OBJECTIVES

Upon completion of this educational activity, 
participants should be able to: 

• discuss new developments in regulation and health care 
system approaches to bioethical issues applicable to specific 
health care systems.

• explain the implications for new developments in bioethics as 
it relates to all aspects of patient care and health care delivery 
in institutional settings.

• discuss the effect of bioethics on patients, their families, 
physicians, and society.  

COMING IN FUTURE MONTHS

1. According to Kathy Kinlaw, MDiv, associate director 
and program director, health, science and ethics for 
the emory University center for ethics, what should 
be included in a hospital’s disaster plan concerning 
mentally impaired patients? 
A. Additional training for all hospital staff who might 
be asked to assist in the care of individuals with 
chronic or serious mental illness.
B. Training in psychological first aid. 
C. A clear triage plan for individuals who need ad-
ditional intervention.
D. All of the above

2. For vanderbilt University’s BiovU biobank, who is per-
mitted to make the “opt-out” decision for a pediatric 
sample?
A. The parent or legal guardian.
B. The child, if capable of making the decision.
C. A caregiver accompanying the child who is not a 
legal guardian.
D. All of the above

3. true or False: in its advance notice of proposed 
rulemaking, the department of health and human 
Services proposes requiring written consent for any 
research use of biospecimens collected for clinical 
purposes, as well as strengthened data protections 
to minimize the risk of re-identification.
A. True
B. False

4. According to a study, the percentage of patients who 
consented to resident participation in the patient’s 
surgery decreased when:
A. Patients were given information about the indi-
vidual trainees
B. Patients were given specific, realistic scenarios 
involving trainee participation
C. Patients were told that the residents were licensed 
physicians who would assist in the procedure
D. Patients were told that the residents were 
trainees, but would be carefully supervised by the 
attending surgeon

insiders and “bullying jokes.” She also observes chang-
ing standards in the backstage humor of doctors and 
medical students, whereas “cadaver antics,” in which 
medical students clowned around with body parts, 
were once a rite of passage, today they are “rarely tol-
erated, and the modern approach frames cadavers as 
former people.” 

Watson says that deciding when gallows humor is 
OK turns on the ethical question of when is joking a 
form of abuse — of a patient, of trust, or of power. 

A joke about a patient’s condition told in front of the 
patient or the patient’s family is unethical because it 
has the potential to harm them. But she concludes 
that the tip joke was not wrong. “To me, the butt of 
the doctors’ tip joke is not the patient. It’s death,” she 
writes. 

Not only did the joke not harm anyone, she adds, 
it might have helped the residents “integrate this ter-
rible event and get through the shift.” In so doing, the 
joke also might have helped the next patient get the 
best possible care. After all, she writes, the residents 
“needed to laugh before they could eat, and they 
needed to eat to be at their best.”

REFERENCE
1. Watson K. Gallows humor in medicine. Hastings Center 
Report 2011; 41:37-45.  n

n rules governing organ 
transplants may change 
soon 

n Ethical issues arise 
from consumer web sites

n Examining palliative 
care in U.s. hospitals

n Best practices in 
clinical ethics consults



132 medical ethics advisor ® / November 2011

John D. Banja, PhD
Associate Professor 

Department of 
rehabilitation Medicine 

emory University 
Atlanta

Nancy Berlinger, PhD, 
MDiv Deputy Director and 

research Associate     
the hastings center 

Garrison, NY

Arthur R. Derse, MD, JD
Director 

medical and legal affairs 
Center for the Study 

of Bioethics 
Medical College of 

Wisconsin 
Milwaukee

J. Vincent Guss, Jr., 
BCC, D.Min 

Journal of Pastoral Care 
Editorial Board for the 

Association of Professional 
Chaplains 

Director of Medical 
Bioethics 

Kaiser Permanente West los 
Angeles Medical Center 

los angeles, ca

Marc D. Hiller, drPh 
Associate Professor 

department of health 
Management and Policy 

University of New 
hampshire 

durham, Nh

Paul B. Hofmann, drPh 
President 

hofmann healthcare Group 
Moraga, CA

Editorial advisory Board

To reproduce any part of this newsletter for 
 promotional purposes, please contact:  
Stephen Vance
Phone:  (800) 688-2421, ext. 5511
Fax:  (800) 284-3291
Email:  stephen.vance@ahcmedia.com

To obtain information and pricing on group 
 discounts, multiple copies, site-licenses, or elec-
tronic distribution please contact: 
Tria Kreutzer
Phone:  (800) 688-2421, ext. 5482 
Fax:  (800) 284-3291
Email:  tria.kreutzer@ahcmedia.com
Address: ahc media
 3525 Piedmont Road, Bldg. 6, ste. 400
 atlanta, Ga 30305 Usa

To reproduce any part of AHC newsletters for edu-
cational purposes, please contact:
The Copyright Clearance Center for permission
Email:  info@copyright.com
Website:  www.copyright.com
Phone:  (978) 750-8400
Fax:  (978) 646-8600
Address: Copyright Clearance Center
 222 rosewood Drive
 danvers, ma 01923 Usa

Consulting Editor: Cynda Hylton Rushton
DNSc, rN, FAAN 

Clinical Nurse Specialist in Ethics 
Johns hopkins children’s center, Baltimore


