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Surgical ‘black box’ could improve
patient safety and reduce risk
System similar to airplane device used to analyze data after crash

An adverse event investigation 
typically must rely on a mix of 
people’s imperfect memories 

and incomplete data.  However, there is 
growing interest in using systems during 
surgery that record a wealth 
of information — not 
just videotape, but data 
from the devices used in 
the operation and other 
information.

Proponents say 
such a system would be 
akin to the “black box” 
recordings that crash 
investigators use after 
an airplane disaster, 
which provide valuable 
information about what 
happened when people’s 
memories are unavailable 
or insuffi  cient. However, 
such recordings also 
pose important questions 
for healthcare risk managers about 
patient safety, privacy, and the potential 

use of the information in malpractice 
litigation.

A system developed by Teodor 
Grantcharov, MD, PhD, FACS, 
professor of surgery at the University 

of Toronto and the Canada 
Research Chair in 
Simulation and Surgical 
Safety, is gaining 
attention as the most 
advanced model so far, 
and the one most likely 
to be available for general 
use soon. Grantcharov 
is a surgeon specializing 
in advanced minimally 
invasive surgeries at 
St. Michael’s Hospital 
in Toronto, which has 
been using the recording 
system for more than a 
year. 

 Since April 2014, 
Grantcharov has recorded all 

of his procedures with the unit, which 
is about the size of a box of tissues or a 

“WE USE THE DATA TO 
IDENTIFY TRENDS AND 

DEFICIENCIES WITHIN OUR 
HOSPITAL, 

BUT WE DON’T USE IT 
TO BLAME AND SHAME 

PEOPLE OR IN COURT.” — 
TEODOR GRANTCHAROV, 
UNIVERSITY OF TORONTO
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EDITORIAL QUESTIONS
Questions or comments?  

Call Editor Greg Freeman,  
(770) 998-8455.

EXECUTIVE SUMMARY

There is growing interest in videotaping and recording other data routinely 

during surgery. A system similar to an airplane’s “black box” recorders 

might be available soon.

• Some state legislators are pushing for mandatory recording in surgery.

• Recordings could be used in malpractice litigation.

• In a review of surgical recordings, 75% of the problems found were not 

noticed at the time by the surgical team.

thick book and looks like any other 
electronic unit used in laparoscopy.

It records almost everything 
that goes on in the OR, such as 
video from the laparoscopic camera, 
hundreds of data points from around 
the OR, physiologic details of the 
patient, conversations between 
members of the surgical team, 
temperature and decibel levels in 
the room, and a gallery view of the 
operating theater.

Safety advocates push it

The drive for surgical black boxes 
comes mostly from patient advocacy 
groups rather than the healthcare 
community. 
 In 2005, members of the 
American Medical Association 
adopted a policy that encouraged 
recording during clinical care for 
educational purposes, but the policy 
mostly addressed patient privacy 
and emphasized that patients must 
consent to the recording.

State legislators more recently 
have pushed for recording systems.  
There is a bill in the Wisconsin 
legislature that would require cameras 
in every operating room in the state. 
The bill is known as the “Julie Ayer 
Rubenzer Law” for a Wisconsin 
woman who died after she was given 
excessive amounts of propofol during 
a breast augmentation procedure. 
Her brother Wade Ayer founded the 
National Organization for Medical 

Malpractice Victims and helped draft 
the bill.

In Massachusetts, a bill would 
require hospitals to allow recording 
by a licensed videographer, at the 
patient’s expense. The bill has failed 
to pass previously, after hospitals 
opposed it.

Not meant for evidence

The system designed by 
Grantcharov is intended to improve 
patient safety by helping surgeons 
improve their performance, not 
to generate evidence for use in 
litigation, he says. 
 As the system is used at St. 
Michaels, the data from a procedure 
is analyzed within 48 hours, and 
then the video and audio files are 
destroyed. The other data is retained 
for 30 days so that it can be used in 
documenting the 30-day outcome 
of patients. After 30 days, the data is 
de-identified and anonymized.

“We use the data on a system 
level and also to provide feedback to 
individuals,” Grantcharov says. “The 
information on a single procedure 
is not useful for us. We use the data 
to identify trends and deficiencies 
within our hospital, but we don’t use 
it to blame and shame people or in 
court.”

When the black box was 
introduced at St. Michael’s, 
Grantcharov was the only one using 
it, and it was available in just one 
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OR. Over time, the system was 
adopted by more surgeons and made 
available in more ORs. After the 
successful trial at St. Michaels, the 
system is being introduced this year 
for beta testing at other hospitals in 
Canada, the United States, and South 
America.

In a pilot project involving 54 
procedures, surgeons reviewing data 
from the black box found adverse 
events in 38 of the cases, and 75% of 
the problems were not noticed at the 
time by the surgical team. 

Surgeons skeptical

Grantcharov acknowledges that 
surgeons and risk managers will 
be wary of creating such a detailed 
record of the procedure that might be 
used against them in court. 
 After he presented research from 
his use of the system at the 2015 
annual meeting of the Society of 
American Gastrointestinal and 
Endoscopic Surgeons (SAGES), the 
question-and-answer session included 
attendee surgeons who voiced 
concerns that a black box would be 
weaponized by plaintiffs’ attorneys.

Grantcharov points out, however, 
that the Healthcare Quality 
Improvement Act (HQIA) protects 
data collected for peer review and 
quality improvement from discovery. 
That protection is justified when 
the system is intended to improve 
performance, he says, not to augment 
the patient record.

Additionally, the information 
would not be available to attorneys if 
it were destroyed and/or anonymized 
after a short period, as is done at St. 
Michael’s. However, Grantcharov 
says that even if the data did make 
its way to the courtroom, he believes 
it would be beneficial to the hospital 
and the surgical team in a malpractice 
case.

“The data would most often work 

to their favor in proving what did and 
did not happen,” he says. “We did 
not design it with the courts in mind, 
but I think more documentation in 
surgery will lower malpractice claims 
by improving team performance in 
surgery.”

Court use is possible

Though the HQIA protects 
information generated as part of a 
formal peer review process from use 
in litigation, that protection is not 
ironclad, says M. Daria Niewenhous, 
JD, an attorney with the law firm 
of Mintz Levin in Boston. Efforts 
to keep such information out of the 
courtroom often are challenged, 
Niewenhous says. 

Increased data collection would 
help with the increasing pressure from 
payers and governmental authorities 
who are looking for ways to measure 
quality, she says, but risk managers 
should proceed carefully.

 “This could be a useful tool, but 
safeguards must be put into place to 
ensure the confidentiality of patient 
information and to control how such 
information is used,” Niewenhous 
says. “The black box data has a place 
as a training tool and may well 
result in better trained surgeons and 
clinicians. Care must be taken to 
de-identify information used, much 
as how medical school and other 
training programs de-identify X-rays 
shown in lectures.”

Challenging questions

Niewenhous notes that with more 
widespread use, the information 
could become a part of the patient’s 
medical record and therefore no 
longer under peer review or other 
protections. 
 Also, some of the state 
legislation that is pending or under 
consideration would require that 
the recordings be made a part of the 

patient record.
“There are challenging questions to 

be addressed. For example, should a 
patient or his/her legal representative 
have the right to watch the video and, 
if so, under what circumstances?” 
Niewenhous says. “We are becoming 
more used to having our activities 
recorded and, with technology readily 
available to enable patients to view 
the information, will patients call for 
the option to have their procedures 
recorded?”

Ensure that the legal and ethical 
issues surrounding use of these black 
boxes and the use, storage, and 
retention of the information they 
collect are addressed before their use 
becomes more popular, Niewenhous 
says. Too often, she says, policies 
and procedures have to catch up to 
technology that is already in use. (See 
the story with more information on the 
legal concerns related to black boxes, in 
this issue.)

Grantcharov urges healthcare 
leaders not to let the legal concerns 
overshadow the potential for 
improving patient safety.

“We as healthcare providers need 
to be aware of our deficiencies and 
be able to improve them, and I have 
no doubt in my mind that this is a 
tool that can help in that regard,” 
he says. “Once we have shown this 
in a multi-center trial, we hope that 
this will lead to a change in the way 
we practice surgery and a change in 
the way we critically reflect on our 
performance.”
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Black boxes are similar to birth videos
and other taped recordings

The data from surgical “black 
boxes” would revive liability 

concerns that previously arose from 
patients recording childbirth and the 
practice of surgeons giving patients 
a video of their procedure to take 
home, legal experts say.

Risk managers and malpractice 
defense attorneys raised the alarm 
about birth videos years ago, and 
they had similar concerns when 
laparoscopy was fairly new and 
surgeons realized they had video of 
the procedure that they could give 
to patients afterward. In both cases, 
the worry was that those videotapes 
could be produced as evidence in 
a malpractice case and a lay jury 
might be unduly swayed by images 
they didn’t fully understand. Those 
concerns led to many hospitals 
banning both practices.

“I can see the analogy to any 
kind of video recording, like when 
a hospital allows a simple video 
recording of surgery,” says Melissa 
Goldman, JD, an attorney with the 
Florida Health Law Center in Davie. 
“Depending on how the hospital 
sets up its policies and procedures, 
those are discoverable, and it can be 
a problem in malpractice. Generally, 
you don’t want those videotapes used 
in a surgery malpractice case because 
there are so many team members 
involved and there is a higher 
incidence of malpractice than in other 
forms of care.”

Goldman says she can’t imagine 
why data from a black box would 
be any different. She notes that data 
collected during robotic surgery has 
been used in subsequent malpractice 
cases. 

The hospital’s best strategy would 
be to identify the purpose of the black 

box data clearly by emphasizing that 
it is being collected solely for the 
purpose of peer review and quality 
improvement, Goldman suggests. 
It also is possible to identify only 
the surgeon but not the patient in 
the data, she says. A destruction 
policy such as the one in use at St. 
Michael’s in Toronto also is extremely 
important, she says. Some states 
already require that video recordings 
become part of the patient record, 
while federal law is silent on the issue.

“There’s no need to keep the data 
for years unless your state considers it 
part of the medical record,” Goldman 
says. “You also will have to consider 
the physical storage requirements, 
keeping the physical data under lock 
and key, and encrypting all the digital 
information to keep it safe under 
HIPAA.”

Address patient consent

Patient consent also will be an 
issue. The Centers for Medicare and 
Medicaid Services (CMS) requires 
patient consent for video recording, 
and The Joint Commission requires 
notice to patients, Goldman notes. 
Permission also might be needed from 
staff members who will be recorded 
by the black box.

Risk managers will have to balance 
the potential benefits of a black 
box with the potential damage that 
could come if the data is used in a 
malpractice case, says Katie Norris, 
formerly a compliance officer with 
a medical device manufacturer and 
now a director with Berkeley Research 
Group in Houston, TX.

“There is always the potential that 
creating a true documented bird’s-
eye view of the procedure from start 
to finish does open the procedure to 

some risk,” Norris says. “But patient 
safety is a priority, so this technology 
should not be shied away from. 
Rather, the answer is something 
that strikes a middle ground, where 
facilities are managing the use of the 
technology and creating structure 
around how the information is going 
to be collected and used internally.”

The information gathered with a 
black box could be misused in court, 
says Max Gaujean, JD, a malpractice 
attorney and founding member in 
the White Plains, NY, office of the 
Brown, Gruttadaro, Gaujean & Prato 
law firm. Even if the video and data 
show an error during surgery, that 
error is not always going to be the 
cause of the adverse event, he notes. 
But the jury can make that leap, and 
at a minimum, you have shown the 
jury members something else that 
went wrong, which diminishes their 
confidence in the defendants.

While agreeing about the 
risks, Nicholas D. Jurkowitz, JD, 
partner with Fenton Law Group 
in Los Angeles, which represents 
hospitals, says the black box also 
could be a useful tool for the defense. 
Particularly in a case that typically 
would come down to battling expert 
witnesses, black box data could prove 
definitively that the defendants did 
not do what the plaintiff’s witness 
suggests.

Another potential benefit for the 
hospital is that black box data might 
show, early on, exactly where it stands 
with a malpractice case.

“Hospitals want to know where 
they stand, how likely it is that 
they’re at fault, how hard it will be 
to prove that, so that they can decide 
what kind of stance to take with the 
lawsuit,” Jurkowitz explains. “There 
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Problem of wrong-site surgery
and retained objects won’t go away

W rong-site surgery errors persist 
even after years of concerted 

efforts to avoid them, and some of 
the standard prevention policies and 
procedures might not be effective 
enough. Some hospitals are finding 
other ways to prevent this never event 
and other errors.

Wrong-site errors occur in about 
one in 100,000 surgeries, according 
to a recent study. Also, surgeons leave 
a sponge or other item in the patient’s 
body in one out of every 10,000 
procedures. (See the story in this issue 
for more information on that research.)

The researchers found that poor 
communication among medical staff 
was the root cause of many wrong-site 
and retained object errors. Another 
study, however, found that surgeons 
respond well and correct their 
behavior when told stories of how 
other physicians made wrong-site 
errors. (For more information on that 
research, see the story in this issue.)

The medical community has relied 
largely on the Universal Protocol, 
including time-outs before surgery 
starts to confirm the procedure, 
to avoid wrong-site errors. Those 
strategies are being augmented as 
more weak points are identified in the 
entire surgical process, says Coleen 
A. Smith, RN, MBA, CPHQ, 
director of high reliability initiatives 
with the Joint Commission Center 
for Transforming Healthcare in 

Oakbrook Terrace, IL. 
For example, the Joint 

Commission Center for Transforming 
Healthcare recently began empha-
sizing the registration step for surgery 
as a potential weakness in preventing 
wrong-site procedures. 

“That was conspicuously absent in 
the Universal Protocol,” Smith says. 
“When we asked why the Universal 
Protocol wasn’t working as well as we 
wanted, we realized we had left a big 
portion of the process out.”

Orthopedic cases dominate the 
voluntary reports of wrong-site 
errors, Smith says. Wrong-digit or 
wrong-side errors are among the most 
common, along with spinal surgery at 
the wrong level.

 Hospital risk managers also are 
finding other ways that can help. One 
hospital in California has found that 
having immediate access to X-ray 
images can reduce the incidence 
of this error. Surgical teams at 
Saddleback Memorial Medical Center 
in Laguna Hills, CA, routinely have 

the patient’s X-ray images available in 
the OR so they can confirm laterality 
before proceeding, explains Lead 
Clinical Risk Manager Danielle 
Gleason Tarricone, RN, JD, 
CPHRM.

“A few area hospitals had laterality 
issues with kidney removals, so 
based on lessons learned from those 
hospitals, we now require that images 
be posted in the OR and confirmed 
as part of our time-out process,” she 
says. “It’s an additional check to the 
site being marked.”

Saddleback Memorial has not 
experienced any wrong-site surgeries 
involving laterality, and Tarricone 
says she attributes that success partly 
to the X-ray policy. She notes that 
marking the operative site has been 
widely adopted specifically to avoid 
wrong-site errors, yet the strategy is 
not foolproof. 

Now that clinicians have been 
trained to look for that site marking, 
they also have to be reminded that it 
might be wrong, she says.

could be a benefit to knowing that 
right away and possibly settling the 
case sooner than you might have 
without that information.”
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EXECUTIVE SUMMARY

Wrong-site surgery errors continue to happen at an unacceptable rate, along 

with retained foreign objects. Hospitals must look for new strategies to 

avoid these errors.

• Clinicians should be reminded that site marking is not foolproof.

• Having X-rays posted in the OR can help avoid laterality errors.

• A postop debrief can help avoid retained objects.
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“We heard through the rumor mill 
that in those local cases, the wrong 
side was marked from the get-go. The 
physician put in the wrong consent 
order, said left, marked left, but then 
when they pulled the film, it was 
right,” she says. “We felt that having 
the X-ray posted would help us 
catch the problem even if the wrong 
site was marked on the patient. It’s 
another safeguard against human 
error.”

Regional blocks also pose a 
risk for laterality errors, Tarricone 
notes, because the anesthesia 
provider relies on the surgeon’s site 
marking. Saddleback Memorial is 
implementing a new policy that 
requires the anesthesia provider to 
mark the correct site, in addition to 
the surgeon’s mark.

“Often these two marks will be 
very close together, but it’s another 
verification,” she says. “Two people 
are talking to the patient about where 
the procedure is going to be, and 
two people are marking it, so that’s 
another layer of confirmation.”

For the past year, surgical teams 
at Saddleback Memorial also have 
used an “end-of-case debrief ” to 
reduce the incidence of retained 
objects, Tarricone notes. This new 
policy came about when OR nurses 
explained that it was impractical 
to count every single item used in 

surgery because there are so many. A 
single tray for one part of a procedure 
might contain dozens of pieces, 
and only a few might be used, for 
example. Many trays can be used in a 
procedure.

Tarricone confirmed that counting 
every item is not standard procedure 
even when a hospital requires 
counting, so she and her colleagues 
devised the end-of-case debrief to 
help account for the items not usually 
counted.

One question asked during the 
debrief is, “Is everything in the 
surgical field accounted for in its 
entirety?”

“It’s one of the last steps before 
the patient leaves the OR,” Tarricone 
says. “The patient might already be 
closed, but it’s a last check to make 
sure everything that should be out of 
the patient is accounted for.”

If the count is off or the end-of-
case debrief raises concerns, all OR 
staff members are empowered to 
demand an X-ray before the patient 
leaves the OR. When a postoperative 
X-ray is ordered, the radiologist is 
notified of what item is unaccounted 
for and what it looks like, to speed 
recognition, Tarricone notes. “If for 
any reason the surgeon is refusing 
to put that order in, the staff 
member goes quickly up the chain 
of command and gets that X-ray 

performed before the patient leaves 
the OR,” she says.  

Physicians did not eagerly embrace 
the end-of-case debrief, Tarricone 
notes. Time is money in the OR, and 
surgeons always have somewhere else 
to be, so they want out of the room 
as soon as their work is done. That 
desire makes them reluctant to accept 
a policy that requires them to stay in 
the OR even a few minutes longer, 
she explains. 

Physicians who do not participate 
in the end-of-case debrief are reported 
to the medical staff for a behavior 
issue, she says. Smith also notes that 
hospital culture remains one of the 
biggest challenges in preventing never 
events. Staff members sometimes 
report that their efforts to conduct a 
time-out or properly mark the patient 
are rebuffed by surgeons, she says. 

“We still think that there are 
situations where there are hierarchy 
and intimidation issues,” Smith says. 
“That’s where organizations are still 
struggling. It’s one of the hardest 
things to get right.”
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Communication issues lead to wrong-site errors

D espite years of emphasis on 
using the Universal Protocol and 

site marking, wrong-site errors occur 
in about one in 100,000 surgeries, 
according to a recent study in the 
journal Surgery.

The review for the U.S. Veterans 
Affairs National Center for Patient 
Safety was conducted by Susanne 
Hempel, co-director of the Evidence-

based Practice Center at the RAND 
Corp., a nonprofit global policy think 
tank with headquarters in Santa 
Monica, CA, and her colleagues. 
Their goal was to evaluate the 
incidence of wrong-site errors 10 
years after the introduction of the 
Universal Protocol.

The most frequent contributing 
factors for wrong-site surgery involved 

communication issues, the study 
found. In some cases, staff provided 
incorrect information or accurate 
information was misunderstood by 
the receiver, and in others, important 
information was not made available 
to the OR team. The researchers 
also found instances of surgical team 
members not voicing their concerns 
about the accuracy of a procedure and 
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some in which members did speak up 
but were ignored.

In 138 studies published from 
2004 to 2014, the frequency of 
wrong-site surgery, leaving an item 
behind in a person during surgery, 

and surgical fires varied according 
to the particular procedure and how 
data was collected. In one example, 
a study of ophthalmology claims 
found 0.5 wrong-site events per 
10,000 procedures, but a survey 

of ophthalmologists who perform 
procedures to correct strabismus 
determined there were four wrong-
site events per 10,000 procedures.  

The study is available online at 
http://tinyurl.com/qf3dbyc.  n

Surgeons respond well to wrong-site stories

R esearch reports from the Veterans 
Health Administration (VHA) 

suggest that surgeons are affected 
by hearing tales of wrong-site errors 
and the lessons learned, but that 
adherence to the Universal Protocol 
does not prevent the errors. 

The researchers reached that 
conclusion after surveying surgeons 
who had seen de-identified stories 
of surgical procedures with adverse 
events such as wrong eye implants, 
incorrect nerve blocks, and wrong-
site excisions of lesions from Oct. 1, 
2009, to June 30, 2011. The VHA 
selected stories in which the errors 
were traced to human factors and 
made the information available to all 
VHA physicians.

VHA chiefs of surgery were 
surveyed to determine how seeing 
the stories affected them and their 
behavior. Eighty-seven percent of 
those who had seen the stories said 
they were valuable, and 85% said 
the stories of other surgeons’ errors 
prompted them to improve or 

reinforce patient safety behaviors. 
(The study is available online at http://
tinyurl.com/ocmhs37.)

Another VHA study addressed 
how effective the he Universal 
Protocol has been with the prevention 
of wrong-surgery procedures. 
Researchers focused on those errors 
that still would have happened even if 
the surgical team had complied with 
all aspects of the Universal Protocol. 
In these cases, the team might not 
have followed the Universal Protocol, 
but that omission is not what caused 
the error. “Understanding why some 
of these events are not caught by 
the steps of the Universal Protocol, 
culminating in the time-out, can 
help the field to add upstream and 
downstream safeguards to help 
prevent these never events,” they 
write. 

The researchers used the 308 root 
cause analyses for incorrect surgical 
procedures in the VHA database 
between 2004 and 2013. They found 
48 cases (16%) that were traced to 

errors upstream, before the Universal 
Protocol steps are implemented, 
or downstream, after the steps. 
Mislabeling of specimens was an 
upstream error, for example, and a 
surgical mistake after the procedure 
began was a downstream error. The 
incidence of such errors was not 
uniform across all procedures. Those 
errors were more likely to be found 
in wrong-level spine operations, 
wrong patient prostatectomies, wrong 
implant cataract procedures, and 
wrong-site skin lesion excisions, the 
researchers reported.

“Wrong surgery events can and do 
occur despite adherence to Universal 
Protocol including a time-out,” the 
researchers write. “The prevention 
of incorrect procedures requires 
complementary safety behaviors and 
technologies to address errors that 
occur upstream and downstream to 
the Universal Protocol and the time-
out.”

The study is available online at 
http://tinyurl.com/nu3rawk.  n

Data suggests tort reform decreases patient safety

R isk managers want to lower 
malpractice damages and improve 

patient safety, but recent research 
suggests that those goals might be at 
odds with each other. Legislation that 
caps malpractice damages actually 
might lead clinicians to make more 
errors. The reason? They relax, 
because they know the potential 

consequences are limited.
Malpractice damage caps and 

patient safety indicators (PSIs) have 
become popular tools in state tort 
reform efforts, but researchers have 
found evidence that in states where 
caps on damages had been passed or 
recently come into existence, patient 
safety ratings decreased. 

Research by Bernard S. Black, 
JD, Chabraja Professor at the 
Northwestern University Law School 
and Kellogg School of Management 
in Chicago, found increases in the 
rates of the PSIs after tort caps 
were implemented. The researchers 
attribute the increases to “consistently 
gradual relaxation of care or failure to 
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reinforce care standards over time.” 
They went on to say, “The decline 
is widespread, and applies both to 
aspects of care that are relatively likely 
to lead to a malpractice suit (e.g., … 
foreign body left in during surgery), 
and aspects that are unlikely to do 
so (e.g., … central-line associated 
bloodstream infection).”

The authors concluded that 
“reduced risk of med mal litigation, 
due to state adoption of damage caps, 
leads to higher rates of preventable 
adverse patient safety events in 
hospitals.” (Black’s research on tort 
reform and patient safety is available 

online at http://tinyurl.com/pqplykr and 
http://tinyurl.com/nnqvnwj.)

Black says the research reveals 
human nature at work. PSIs, which 
are data points used to gauge the 
incidence of threats to patient safety, 
start increasing soon after a state 
enacts tort reform and continue to 
rise steadily, he says. “The idea is a 
simple one. If you make people more 
liable, they’re more careful,” he says. 
“If you make them less liable, they’re 
less careful. It’s not that they’re doing 
things on purpose, but rather there is 
just less incentive to be careful.”

Physicians also might be 

more willing to perform risky or 
challenging procedures, which could 
increase the PSI rates, Black says. 

Organizations also might be less 
willing to invest in patient safety 
when tort reform is enacted, Black 
notes, and that attitude has been 
reinforced by the fact that earlier 
research focused on mortality rates 
as an indicator of patient safety. 
Mortality does not increase after tort 
reform, Black says, but injuries do.

“Hospitals make more mistakes, 
but they’re not bad enough to kill 
you,” he says. “The lesson is that if 
one source of incentives, like med/
mal risks, goes down, then you’re 
going to have to work harder at 
patient safety from another angle.”

SOURCE

•    Bernard S. Black, JD, Chabraja 

Professor, Northwestern University 

Law School and Kellogg School 

of Management, Chicago. Email: 

bblack@northwestern.edu.  n

Problem lists can threaten safety, pose liability risks

M any hospitals use problem lists 
as a way to catalog all health 

issues affecting a patient, or at least 
those that are particularly noteworthy 
for other physicians. A recent study 
and malpractice case, however, 
highlight the risk posed by having 
a policy on problem lists and not 
following it.

 Researchers led by Adam 

Wright, PhD, a scientist at Brigham 
and Women’s Hospital in Boston, 
examined 10 healthcare organizations 
that use different electronic health 
records (EHRs) in the United States, 
United Kingdom, and Argentina. The 
study was published in the October 
2015 issue of the International Journal 
of Medical Informatics.

To study how complete problem 

lists were at those facilities, they 
looked for patients who had 
hemoglobin A1c values of greater 
than 7%, a diagnostic indicator for 
diabetes, and then looked to see if 
diabetes was listed on the problem 
lists for those patients. They found 
the levels of completeness varied from 
60% to 99% across the 10 facilities, 
with an average of 78%. 

They reported that further 
investigation revealed “six success 
factors which may be useful for 
healthcare organizations seeking 
to improve the quality of their 
problem list documentation: 
financial incentives, problem oriented 
charting, gap reporting, shared 
responsibility, links to billing codes, 
and organizational culture.” (More 

EXECUTIVE SUMMARY

Damage caps and patient safety indicators might decrease patient safety, 

recent research suggests. Lessening the potential consequences of an error 

might make physicians less careful.

• Patient safety ratings decrease after damage caps. 

• Mortality does not increase after tort reform, but injuries do.

• Hospitals should emphasize other reasons to maintain patient safety. 

EXECUTIVE SUMMARY

Problem lists can become liabilities if they are not accurate. A recent study 

found that many problem lists aren’t complete and some of the information 

in the lists isn’t correct.

• A problem list figured in a recent large malpractice judgment.

• If you have a problem list policy, it must be followed.

• Moving problem lists from paper to an electronic record poses risks.
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information on the study can be found 
online at http://tinyurl.com/nrmdo4x. 
The Agency for Healthcare Rsearch and 
Quality has published a commentary on 
a case in which an incomplete problem 
list led to an adverse outcome. That 
commentary is online at http://tinyurl.
com/ljyxnzm.)

A recent malpractice case also 
illustrates the risk from incomplete 
problem lists. Andrea Larkin, 35, 
is paralyzed from a stroke that she 
suffered hours after giving birth, 
says her lawyer, Benjamin Novotny, 
JD, partner with the Boston law 
firm Lubin & Meyer. A jury in 
Dedham, MA, awarded $35.4 million 
against defendants Dedham Medical 
Associates, where Larkin sought 
treatment for dizziness in 2004, and 
Jehane Johnston, MD, a physician 
there who examined Larkin. With 
interest, the jury award comes to just 
more than $41 million, Novotny says. 
Larkin’s care costs her family more 
than $200,000 annually.

Michael Querner, MD, Dedham 
Medical’s chief medical officer, issued 
a statement expressing sympathy for 
Larkin, but he said “we respectfully 
disagree with the jury’s finding in this 
case and intend to pursue all available 
legal measures.”

Issue? The “problem list”

The case began with Larkin’s visit 
to the clinic in 2004 after running the 
Boston Marathon and experiencing 

dizzy spells. Johnston ordered an MRI 
and a CAT scan that revealed brain 
abnormalities. 

Dedham Medical Associates had 
a specific policy requiring the doctor 
to note such abnormal findings in a 
“problem list” on the inside cover of 
her paper medical record, Novotny 
says. The policy was intended to 
improve patient safety by bringing 
the conditions to the attention of any 
clinicians viewing the chart in the 
future, according to testimony.

Johnston did not enter Larkin’s 
abnormal brain findings in the 
problem list. When the health system 
transitioned to an electronic medical 
record over the next few years, any 
patient’s problem list notations from 
the paper record were entered into the 
electronic record. All physicians in the 
Dedham Medical Associates system 
could access the electronic record, 
including the problem list notations.

 Because Larkin’s abnormalities 
were not noted in the paper record’s 
problem list, they also didn’t appear 
in the electronic record’s problem 
list four years later when Larkin 
became pregnant. The abnormal 
testing findings were still in Larkin’s 
complete record, but they were not 
highlighted on the problem list that 
clinicians routinely checked.

Policy backfired 

Testimony at trial indicated that 
her Dedham Medical obstetrician 

was not aware of her brain issues and 
would have ordered a cesarean section 
if they had been on her problem list. 
Labor would be too risky because it 
could lead to a massive stroke such as 
the one Larkin suffered within hours 
of the birth.

Larkin, a former teacher, requires 
24-hour care and has difficulty with 
speech. “She’s there cognitively, but 
she’s locked in her body and will need 
constant care for the rest of her life,” 
Novotny says.

The health system’s problem list 
backfired in terms of patient safety 
and malpractice defense, Novotny 
says. The existence of the problem list 
encouraged clinicians to depend on it 
for important alerts about a patient’s 
conditions, he says, which in turn 
made them lax about digging through 
the entire patient record in search of 
important information. When key 
findings were left off the problem list, 
the policy ended up causing the very 
thing it was meant to prevent.

“They actually had a policy that 
was right on point for trying to 
prevent this kind of disaster, and they 
didn’t follow it,” Novotny explains. 
“That will always come back and hurt 
you in court if you have a policy and 
procedure and don’t follow it.” 

SOURCE

• Benjamin Novotny, JD, Partner, 

Lubin & Meyer, Boston. Telephone: 

(617) 720-4447.  n

CMS proposes changes to Stark Law on self-referral

S everal revisions have been 
proposed to the 2016 Medicare 

Physician Fee Schedule, including 
a new exception to the regulations 
under the federal physician self-
referral law, commonly referred to as 
the Stark Law.

Responding to concerns about 

the shortage of available primary 
care services, the Centers for 
Medicare and Medicaid Services 
(CMS) is proposing a new exception 
for assistance in employing “non-
physician practitioners,” or NPPs, 
as well as clarifications for Federally 
Qualified Health Center (FQHC) 

and Rural Health Clinic (RHC) 
service areas. If finalized, the 
exception could be an opportunity 
for hospitals, FQHCs, and RHCs to 
assist medical practices in hiring non-
physician practitioners to enhance 
primary care services delivery. 

CMS also is seeking to revise the 
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 n Incorrect registration data 
poses risk

 nBehavior of OR teams under 
scrutiny

 nNew advice on preventing 
surgical fires

 nHow to avoid mix-ups with 
infants

COMING IN FUTURE MONTHS

“In Writing” requirements of the 
Stark Law. This revision would clarify 
that when Stark Law exceptions 
require writings for compliance, that 
writing does not have to be a formal 
agreement or a single document.

A “collection of documents, 
including contemporaneous 
documents evidencing the course of 
conduct between the parties, may 
satisfy the writing requirement of 
the leasing exceptions and other 
exceptions that require that an 
arrangement be set out in writing,” 

CMS says. 
Compliance with current Stark 

Law requirements for compensation 
arrangements has been called 
burdensome to physicians and 
entities that provide designated health 
services (DHS). 

Persistent questions about whether 
timeshare arrangements violate 
the Stark Law could be cleared 
up with the CMS proposal for a 
new exception that would protect 
timeshare arrangements in which a 
hospital or physician organization 

licenses the use of space, equipment, 
personnel, items, and supplies to 
a physician licensee. Under the 
new exception, CMS would deem 
that substantially all of the services 
furnished to patients on the licensed 
premises are not DHS. The only 
permissible DHS are services that are 
incidental to the patient’s evaluation 
and management visit, and furnished 
contemporaneously with that visit.

The CMS proposal is available 
online at http://tinyurl.com/ 
q78chgr.  n

$750K HIPAA settlement highlights
policies for controlling devices

C ancer Care Group agreed to 
settle potential violations of 

the Health Insurance Portability 
and Accountability Act (HIPAA) 
Privacy and Security Rules with the 
Department of Health and Human 
Services’ Office for Civil Rights 
(OCR). Cancer Care paid $750,000 
and will adopt a robust corrective 
action plan to correct deficiencies in 
its HIPAA compliance program. 

Cancer Care Group is a radiation 
oncology private physician practice, 
with 13 radiation oncologists serving 
hospitals and clinics in Indiana.

On Aug. 29, 2012, OCR received 
notification from Cancer Care 
regarding a breach of unsecured 
electronic protected health 
information (ePHI) after a laptop 
bag was stolen from an employee’s 
car. The bag contained the employee’s 
computer and unencrypted backup 
media, which contained the 
names, addresses, dates of birth, 
Social Security numbers, insurance 
information, and clinical information 
of about 55,000 current and former 
Cancer Care patients.

OCR’s subsequent investigation 
found that, prior to the breach, 

Cancer Care was in widespread non-
compliance with the HIPAA Security 
Rule. It had not conducted an 
enterprisewide risk analysis when the 
breach occurred in July 2012.

Further, Cancer Care didn’t have 
in place a written policy specific 
to the removal of hardware and 
electronic media containing ePHI 
into and out of its facilities, even 
though this was common practice 
at the organization. OCR found 
that these issues, in particular, 
contributed to the breach. It found 
that an enterprisewide risk analysis 
could have identified the removal of 
unencrypted backup media as an area 
of significant risk to the ePHI. It also 
found that a comprehensive device 
and media control policy could have 
provided direction on responsibilities 
when removing devices containing 

ePHI from the facility.
“Organizations must complete 

a comprehensive risk analysis 
and establish strong policies and 
procedures to protect patients’ 
health information,” said OCR 
Director Jocelyn Samuels. “Further, 
proper encryption of mobile devices 
and electronic media reduces the 
likelihood of a breach of protected 
health information.”

Cancer Care has taken corrective 
action with regard to the specific 
requirements of the Privacy and 
Security Rules that are at the core of 
this enforcement action, as well as 
actions to come into compliance with 
the other provisions of the HIPAA 
Rules. The Resolution Agreement and 
Corrective Action Plan can be found 
on the OCR website at http://1.usa.
gov/1PAzwNj.  n



118   |   HEALTHCARE RISK MANAGEMENTTM / October 2015 HEALTHCARE RISK MANAGEMENTTM / October 2015   |   119

CNE OBJECTIVES

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

1. describe the legal, clinical, financial, and managerial issues pertinent to risk management;

2. explain the impact of risk management issues on patients, physicians, nurses, legal counsel, 
and management;

3. identify solutions to risk management problems in healthcare for hospital personnel to use in 
overcoming the challenges they encounter in daily practice.

Medical and healthcare groups join
to reduce diagnosis errors

More than a dozen major medical 
societies and healthcare 

organizations, including patient and 
consumer advocates and government 
partners, have joined forces to 
address diagnostic errors in medicine, 
through the newly formed Coalition 
to Improve Diagnosis. 

The Society to Improve Diagnosis 
in Medicine (SIDM) established 
and will lead the Coalition. The 
Coalition’s founding member 
organizations represent clinicians 
and other healthcare professionals, 
patients and families, employers, 
consumer advocates, researchers, 

policymakers, and educators. Errors 
in diagnosis affect one in 20 patients, 
an estimated 12 million Americans 
each year, the group says.

“Physicians excel at diagnosis, but 
errors or delays in reaching the right 
diagnosis still create harm, and we 
can do better,” says Mark L. Graber, 
MD, FACP, president and founder, 
of SIDM. “The vision of our Society, 
SIDM, is to ensure that diagnosis is 
accurate, timely, and efficient. The 
Coalition to Improve Diagnosis will 
be the catalyst for changes in practice 
needed to realize this vision.” 

Coalition members include the 

following groups:
• American Society for Healthcare 

Risk Management;
• American Association of Nurse 

Practitioners;
• American Board of Internal 

Medicine;
• American Board of Medical 

Specialties;
• American College of Emergency 

Physicians;
• American College of Physicians.
More information on the 

Coalition is on the group’s website 
at http://www.improvediagnosis.
org/?page=CID.  n

HRM adds
free CME
B eginning this month, Healthcare 

Risk Management offers free 
continuing medication education, 
in addition to continuing nursing 
education. To participate, simply see 
the instructions in this issue. 

To obtain information and 
pricing on group discounts, multiple 
copies, site-licenses, or electronic 
distribution, contact Tria Kreutzer 
at (800) 688-2421 ext. 5482 or tria.
kreutzer@AHCMedia.  n

Cost savings reported from remote video monitoring 

A remote video monitoring system 
can significantly reduce hospital 

costs while maintaining quality of 
care, according to peer-reviewed 
clinical research. Results of a two-year 
pilot study of the AvaSys TeleSitter 
Solution at University of San Diego 
Health System (UCSDHS) were 
published in the July/August 2015 
issue of The Journal of Nursing 

Administration.
Remote video monitoring is an 

alternative to the patient sitters many 
hospitals employ for patients at risk 
of falling or other dangers. A single 
nurse watches the video feeds of up 
to 15 patients. (For more information 
on remote video monitoring, see 
Healthcare Risk Management, July 
2015.)

The study compared the use of 
AvaSys and a nursing-driven sitter 
use protocol in nine units of a 
595-bed hospital against the use of 
human sitters. During the 21-month 
study, six remote video monitoring 
units were used. Five months into 
the study, UCSDHS responded to 

literature showing that one-on-one 
human sitters are not effective at 
reducing patient falls by introducing a 
sitter protocol that allowed live sitters 
only for patients at risk of suicide, 
elopement, or risk of harming others. 

The study demonstrated that 
remote video monitoring saved the 
health system $772,000 in the first 
year and $1.7 million in the second. 
The cost of the AvaSys system in the 
first two years was $82,482. In the 
same time period, for most quarters, 
UCSDHS outperformed or equaled 
national benchmarks for falls and falls 
with injury.

The study can be accessed online 
at http://tinyurl.com/o9zw23p.  n
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CNE INSTRUCTIONS

CNE/CME QUESTIONS

1. What does his hospital do 

with the data from the surgical 

black box system developed by 

Teodor Grantcharov, MD, PhD, 

FACS, professor of surgery at 

the University of Toronto?

A. The video and audio files are 

destroyed after 48 hours, and 

remaining data is de-identified 

and anonymized after 30 days. 

B. All data is destroyed after 48 

hours.

C. All data is destroyed after 30 

days. 

D. The video and audio files are 

maintained indefinitely, but only 

the other data becomes part of 

the patient record.

2. Which of the following is true 

regarding video, audio, and 

other data recorded during 

surgery?

A. Federal law requires that it 

become a part of the patient 

record.

B. Federal law specifically allows 

hospitals to keep it out of the 

patient record.

C. Some states require that such 

information become part of the 

patient record. 

D. All states consider such 

information to be protected 

under peer review laws.

3. Which of the following is true 

of the end-of-case debrief at 

Saddleback Memorial Medical 

Center?

A. Only nurses attend the debrief.

B. It is intended to ensure that 

every single item has been 

counted.

C. Any team member can decide 

that an X-ray is needed before the 

patient leaves the OR.

D. The debrief must be 

performed before the patient is 

closed.

4. What was one finding of the 

research by Bernard S. Black, 

JD, Chabraja Professor at the 

Northwestern University Law 

School and Kellogg School of 

Management? 

A. Patient safety usually improves 

after tort reform.

B. Patient safety usually decreases 

after tort reform.

C. Tort reform has no significant 

effect on patient safety.

D. Tort reform’s effect on patient 

safety is unclear because there is 

insufficient data. 
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Overprescribing opioids leads
to more than $718,000 jury verdict
By Damian D. Capozzola, Esq.
The Law Offices of Damian D. Capozzola
Los Angeles

Jamie Terrence, RN
President and Founder, Healthcare Risk Services
Former Director of Risk Management Services (2004-
2013)
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David Vassalli, 2016 JD Candidate
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News: In 2009, a 64-year-old man went to the hospital 
seeking treatment for his broken foot and an exacerbation 
of his chronic obstructive pulmonary disease (COPD). 
While in the hospital’s emergency department (ED), he 
was given 3 mg of Dilaudid, a powerful opioid used to 
manage pain. He was given the drug three times, 1 mg at 
a time over three hours. The medication warns against use 
for patients with respiratory problems, such as COPD. 
According to the plaintiff, the opioid was given to the man 
without the physician seeing, speaking with, or physically 
examining him. 

Once admitted to the hospital, the doctor ordered 
the man be given 1–2 mg of Dilaudid, and the nurse 
administered 2 mg that night. The next morning, and 
still before being seen by the physician prescribing the 
Dilaudid, the man was given 2 mg of the opioid. He was 
seen 30 minutes later by the prescribing physician, who 
noted that the man appeared hot and sweaty. Just more 
than an hour later, the man was found unresponsive, not 
breathing, and without a pulse. He then was transferred to 
the hospital’s ICU and put on a ventilator.

The lack of oxygen to his brain caused severe brain 
damage and left him in a vegetative state for the last two 
weeks of his life in the ICU. The man’s wife brought a 
wrongful death claim against the hospital for the negligent 
conduct of its staff regarding treatment of her husband. 
The plaintiff alleged that the physician failed to administer 
the lowest possible opioid dosage to control the man’s pain 
and that failure to do so led to the man’s respiratory failure 
and death. The defense argued that the man’s existing 
health problems caused or contributed to the man’s death. 
The defense pointed to COPD and developing emphysema 
that was made worse by the man’s smoking and drinking 
habits. The jury did not agree with the hospital and held it 
fully responsible for the man’s death. The jury awarded the 
man’s wife $718,875, which was broken down as $681,875 
for the man’s death and $37,000 for the wife’s loss of 
consortium. 

 
 Background: In October 2009, a man entered a 

hospital’s ED with a broken foot and shortness of breath. 
The man suffered from COPD, involving emphysema and 
chronic bronchitis. While in the ED, and before being 
seen by his physician, the man was given 1 mg of Dilaudid 
three times over three hours. Dilaudid can slow or stop 
breathing, and it should not be used with patients who 
have a history of breathing problems.

After the man received his first 2 mg of Dilaudid, his 
breathing worsened. He was administered oxygen in the 
ED. He then was given another dose before being admitted 
to the hospital. Once admitted, and with the physician’s 
knowledge of the man’s worsening breathing condition, 
the physician ordered another 1–2 mg of Dilaudid. A 
nurse administered 2 mg to the man. The next morning, 
and still before seeing the physician, the man was given an 
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additional 2 mg of the opioid. 
On Oct. 22, 2009, at 3 a.m., nine 

hours after being admitted to the 
hospital, the man was first seen by 
his physician. The physician noted 
that the man appeared hot and 
sweaty, but according to the plaintiff, 
did not attempt to determine why. 
At 4:05 a.m., just more than one 
hour after the physician first saw the 
man, he was found unresponsive 
and not breathing. Naloxone was 
administered to reverse the adverse 
respiratory effects of the opioids, 
and the man was transferred to the 
ICU. The respiratory failure suffered 
by the man restricted blood and 
oxygen flow to his brain and caused 
severe and irreversible brain damage. 
The man spent the next two weeks 
in a comatose state being kept alive 
through life support in the ICU. On 
Nov. 6, 2009, the life support was 
withdrawn, and the man died.

The man’s wife filed a wrongful 
death claim against the hospital. The 
allegations against the hospital were 
that it fell below the standard of care 
by negligently administering more 
opioids than necessary to manage 
the man’s pain, which put him at an 
undue risk of harm and, ultimately, 
led to his respiratory arrest and death. 
The hospital denied liability and 
argued the man’s history of smoking, 
drinking, sleep apnea, and COPD 
contributed to or caused the man’s 
death. Experts suggested in testimony 
that prescribing Dilaudid created an 
undue risk for this man and suggested 
that a foreseeable consequence of this 
departure from the proper standard 
of care was the death of the man. 
Members of the jury agreed with the 
expert and plaintiff, and they found 
the hospital fully liable for the man’s 
death.

What this means to you: This 
case emphasizes the need for caution 

and awareness when prescribing 
and administering opioids and 
other dangerous medications. In 
this instance, there was a man in 
the ED using an oxygen tank to 
help his breathing who also was 
being administered an opioid with 
a warning that it can stop breathing 
and should not be used with patients 
who suffer from respiratory problems. 
The simultaneous use of the oxygen 
and an oxygen-inhibitor clearly 
indicate that staff members were not 
being mindful. If a physician remains 
mindful of specific dangers associated 
with particular medications as well 
as the conditions of the patients to 
whom the medication is prescribed, 
then a mishap like this one is far 
less likely to occur. Even with or 
without knowledge of the man’s 
breathing problems, the prescribing 
of numerous rounds of a powerful 
opioid always should trigger some 
caution, which in this instance could 
have led to the inquiry that saved the 
patient’s life and saved the hospital 
from legal liability.

Another lesson from this case 
is the need to know and follow 
hospital guidelines and safe practice 
guidelines. In this case, a nurse 
administered 2 mg instead of 1 mg 
of Dilaudid when the physician 
ordered 1–2 mg be administered. The 
hospital’s own policy stated that 
“[m]edications ordered for 
administration in which the dose 
is expressed as a range shall be 
administered starting at the lowest dose 
in the range.” It is clearly a policy 
at this hospital and arguably a core 
principle of safe pain management 
that the lowest effective opioid 
dosage necessary to achieve pain 
control should be administered. In 
recent years, The Joint Commission 
and the Centers for Medicare and 
Medicaid Services have established 
standards that prohibit “range orders.” 

Physicians are encouraged to write 
a dose based on the patient’s pain 
level. In this case, had this standard 
been followed, the order would had 
read “Dilaudid 1 mg for pain level 
3-6” and “Dilaudid 2 mg for pain 
level 7-10.” The nurse would have 
been required to ask the patient 
to rate his pain from 0-10 before 
each administration as well as one 
hour after administration to assess 
the effectiveness of the drug to 
reduce the patient’s pain. As such, 
medical practitioners administering 
medications, particularly powerful 
medications with known adverse 
effects, should seek to administer the 
lowest dosage given in the order’s 
range and then increase the number 
of times that low dose is administered 
until necessary to manage the pain or 
the highest dosage of the order’s range 
has been reached. Dilaudid is known 
to be seven times more potent than 
morphine sulfate. Practitioners should 
proceed with tremendous caution 
before ordering this drug and must 
make every effort to perform a face-
to-face assessment before ordering 
it, especially in an emergency setting 
where the patient is unknown. 

Additionally, keep in mind that 
patients with COPD adjust to 
lower levels of oxygen. If oxygen is 
administered to them, they can stop 
breathing as their brain “‘turns off” 
the reflex to breathe because the 
saturation level is above the range 
normal for the COPD patient. 
Furthermore, when a hospital creates 
a policy, departing from the hospital’s 
policy can quickly lead to liability. 
The reason is that liability often 
is based on a medical practitioner 
not following the standard of care 
that a reasonably prudent medical 
practitioner in their situation would 
follow. Considering that a reasonably 
prudent medical practitioner would 
know and adhere to the hospital’s 
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Failure to disclose doctor’s financial interest
in medical product leads to $5.5 million verdict

N ews: A man with three broken 
ribs was admitted into a local 

hospital. It was determined the man 
did not need surgery but should 
have his pain managed before being 
discharged a few days later. The 
doctor treated his pain with two 
catheter devices that instill numbing 
medication onto the three ribs.This 
doctor also had a financial interest 
in the company that produced the 
catheters, which he failed to disclose 
to the man. One of the catheters 
fell out of place the first time the 
devices were inserted. The second 
time the devices were inserted, one 
of the catheters perforated the man’s 
chest wall and damaged his internal 
organs. This damage caused the man 
to undergo numerous surgeries and 
spend 49 nights in healthcare facilities 
to recover. The man filed a lawsuit 
against the doctor and hospital, and 
he alleged that he never was informed 
the doctor had an interest in the 
company making the product the 
doctor was recommending or that 
oral pain medication could have 
sufficiently managed his pain. The 
doctor admitted to not informing 
the man of the oral pain medication 
being sufficient to manage his pain, 
but he maintained the patient need 
not have been informed of the 
doctor’s financial interest in the 
catheter company. The jury found the 
doctor negligently failed to inform 
the man of the doctor’s financial 

interest in the catheter company and 
the other available pain medication 
available to treat the man’s pain. The 
jury found the doctor 65% liable and 
the hospital 35% liable for the $5.5 
million verdict.

Background: In 2009, an 
elderly man fell from a ladder and 
broke three ribs.He was admitted 
into a hospital where surgery was 
determined to be unnecessary. Rather, 
the plan was to have the man’s pain 
managed for a few days before he 
would be released. He then was given 
oral pain medication, but it was 
causing pains in his chest. A doctor 
evaluated the man and determined 
the man’s pain should be managed by 
a catheter device that is inserted over 
the ribs allowing pain medication 
to drain onto the injured ribs. The 
doctor explained the medical risks 
associated with the catheter, but the 
doctor did not inform the man that 
other oral medication also would 
treat his pain or that the doctor had 
a small interest in the company that 
produced the catheter. The interest 
the doctor had was that he was part 
of the “speaker’s bureau” and was paid 
to give presentations on the catheters. 
The man agreed to use the catheters, 
and two of them were inserted over 
the man’s injured ribs. The next day, 
one of the catheters had moved out 
of place and needed to be reinserted. 
While reinserting the catheter, and 

unbeknownst to the doctor, the 
catheter perforated the man’s chest 
wall. Two days after the reinsertion, 
it became apparent the man was 
sustaining damage to his internal 
organs.

The man underwent multiple 
operations to remove the catheters 
and repair his internal organs. The 
hospital stay that was supposed to 
last a few days resulted in the man 
spending 49 days in healthcare 
facilities to address the complications. 
The man sued the doctor for failing 
to obtain informed consent, which 
would have required explanation of 
the alternative pain medication and 
disclosure of the doctor’s interest in 
the catheter company. The man also 
sued the hospital for the management 
and conduct of its staff. 

The doctor admitted to not 
explaining that a specific type of 
oral medication was an alternative 
treatment and to not disclosing his 
interest in the catheter company, but 
he maintained that the disclosure of 
his interest was not necessary. The 
doctor specifically asserted that if 
doctors have to disclose their financial 
interests to patients, then doctors 
won’t know how much personal 
financial information they are to 
disclose to avoid liability. However, 
according to court documents, 
this argument failed because the 
procedure the doctor recommended, 
the insertion of the catheters, directly 

policies, it is a clear departure from 
the acceptable standard of care when 
there are codified policies that are 
not being followed. Bearing that in 
mind, medical practitioners should 
know and follow their hospitals’ 

policies. The physician also had an 
opportunity to intervene when the 
patient was examined after admission 
and noted to be “hot and sweaty.” 
This was a condition change that 
required immediate intervention, 

however, it was ignored and breached 
the community standard of care.

REFERENCE
Superior Court of Cobb County, GA. 

Case No. A13A1417 (Dec. 11, 2012).
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related to the doctor’s arrangement 
with the catheter company and is 
something reasonable patients would 
deem “relevant” in their medical 
decision. The jury agreed with the 
man and awarded him $5.5 million 
in damages, for which the doctor was 
65% liable and the hospital was 35% 
liable.

 
What this means to you: This 

case shows the value and necessity 
of knowing and following informed 
consent requirements.

The basic requirements of 
informed consent consist of the 
patient being reasonably informed 
of the nature of the procedure 
and the risks and alternatives to 
the procedure. With respect to 
risk and alternatives, a patient is 
entitled to the relevant information 
a reasonable person should know 
to make a prudent decision. Such 
information can include knowledge 
of the physician’s experience with a 
procedure, whether the hospital is 
understaffed the day of the procedure, 
or other relevant factors a reasonable 
person would want to know to make 
an informed decision. Informed 
consent comes from the right of self-
determination, which is the notion 
that all patients have the right to 
make their own decisions on matters 
such as healthcare. This notion is one 
with which mostly every juror would 
agree.

In this case, the failure to obtain 
informed consent occurred when 
the doctor failed to explain the 
“alternatives and risks” of using the 
catheter devices. The “alternative” 
that was not adequately explained was 
the option of other oral medication 
for treating the man’s pain. The 
“risks” the doctor failed to explain 
was his own financial interest in the 
catheter company. Interestingly, the 
doctor did inform the man of all 

the medical risks involved with use 
of the catheters, including damage 
to the internal organs. However, it 
was determined that the financial 
interest of being paid to speak on 
the particular product’s behalf is so 
directly connected with the course 
of action the doctor prescribed for 
the patient that the information 
was certainly relevant and required 
disclosure.

Physicians often are asked by 
companies to endorse their products, 
prescribe their medications, or 

use their equipment. There are 
many guidelines, rules, and laws 
involving physician ownership of 
or participation in outside entities 
that limit or restrict this activity 
depending on what it is, where it 
is being used, and the community 
standard of practice

 A physician should become 
familiar with these requirements 
applicable in his or her jurisdiction 
before proceeding. The withholding 
of this relevant information deprived 
the patient of his ability to make his 
own decision because the physician 
has a personal interest in the 
suggested course of treatment. As 
such, and as a means of sheltering 
themselves from liability, physicians 
should consider what could be 
“relevant” to the patient making 
an informed decision, even if 
the information is not specific to 

medicine, and then disclose that 
information to their patients.

More generally, in addition to a 
physician’s personal interest adding to 
the difficulties of obtaining informed 
consent, a physician’s personal 
interest also can implicate Stark Law 
and Anti-Kickback Statutes. These 
federal statutes generally prohibit 
remuneration or compensation 
for referrals that involve products 
or services in which the physician 
has an interest, and they focus 
specifically on products and services 
covered by Medicare or Medicaid. 
There are exceptions to these referral 
limitations, and such referrals may be 
permitted in the following situations: 

• when the referral is for in-office 
ancillary services;

• the physician’s ownership is 
limited to publicly traded securities or 
office space rental;

• the physician is a bona fide 
employee.

Another act often prohibited by 
these statutes is the waiving of co-
payments for Medicare or Medicaid 
patients when the proceeds are to 
be paid to an entity in which the 
physician has an interest. While it 
might be permissible to waive the co-
payments of patients believed to be 
in need of it, the systematic waiving 
of fees of Medicare or Medicaid 
patients might become impermissible 
when there is a personal interest in 
the product or facility at issue. A 
physician having a financial interest 
in medical companies or entities can 
raise complex issues with potentially 
severe consequences. When a financial 
relationship between a physician 
and a healthcare facility or a specific 
product exists, consider obtaining 
advice from qualified counsel.

REFERENCE

Delaware Superior Court, Case Number 

N11C-06-092 (Nov. 14, 2012).  n

THE JURY FOUND 
THE DOCTOR 
65% LIABLE 

AND THE 
HOSPITAL 35% 

LIABLE ... 
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