
In what is thought 
to be the largest 
judgment of its 

kind against a com-
munity hospital in 
U.S. history, a federal 
district judge in South 
Carolina has ordered 
Tuomey Healthcare 
System (THS) to pay 
$238 million for viola-
tions of the Stark Law 
and False Claims Act 
(FCA). Legal analysts 
say Tuomey’s missteps 
before and after the fraud accusations hold 
many lessons for risk managers. 

The Tuomey saga 
began eight years 
ago in 2005 when 
Michael Drakeford, 
MD, filed a qui 
tam lawsuit against 
Tuomey alleging 
that the Sumter, 
SC-based hospital 
system violated the 
Stark Law and the 
FCA by entering into 
prohibited contractual 
relationships with 
19 physicians that 

required the physicians to perform all their 
outpatient surgeries at Tuomey’s outpatient 

�e Trusted Source for Legal and Patient Safety Advice for More �an �ree Decades

cover
Lessons to learn from 
Tuomey award 

p. 137
EHR default values 
pose risk

p. 139
Credential your 
business associates 

p. 142
City investigates death 
of missing patient

enclosed
• 2013 Healthcare Risk 
Management index
• Legal Review & 
Commentary

December 2013      Vol. 35, No. 12        Pages 133-144

www.ahcmedia.com

Financial Disclosure: Author Greg Freeman, Executive Editor Joy Daughtery Dickinson, and Nurse Planner Maureen Archambault report no consultant, stockholder, 
speaker’s bureau, research, or other financial relationships with companies having ties to this field of study. 

Special anniversary coverage
featured in the next issue

The January 2014 issue of Healthcare Risk Management marks 35 years that we have 
been bringing the latest news, analysis, and advice to risk managers. So much has 

happened in those 35 years, and we are now seeing rapid changes in the entire health-
care system. 

Watch for special coverage in the January issue in which we review how risk man-
agement has evolved over the years, the most significant developments that made the 
field what it is today, and what you can expect for your career in the coming years. This 
is the in-depth insight and analysis that you have come to depend on, and Healthcare 
Risk Management will continue to be your best resource. F

$276 million Tuomey case holds
many lessons for risk managers
Physician arrangement leads to Stark, False Claims Act violations

...Tuomey’s 
missteps before 

and after the fraud 
accusations hold 
many lessons for 

risk managers.
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surgery center. (See the story on p. 135 for 
more background on this case.)

In the arrangement that later led to 
so much trouble, Tuomey agreed to 
pay each physician an annual base sal-
ary that fluctuated based on Tuomey’s 
net cash collections for the outpatient 
procedures, plus a “productivity bonus” 
equal to 80% of the net collections. 
Physicians also could earn incentive 
bonuses of up to 7% of the productivity 
bonus. Physicians agreed not to com-
pete with Tuomey during the 10-year 
term of the contract and for two years 
after.

The federal government attorneys 
joined the case after Drakeford’s allega-
tions and said that because Tuomey 
performed the billing for the services 
provided at its outpatient center, the 
claims THS submitted to Medicare 
and Medicaid were the result of pro-
hibited contractual relationships and 
thus were false claims. Prosecutors also 
accused Tuomey of making false state-
ments in its certificates of cost reports. 
(For more on the Tuomey background, 
see Healthcare Risk Management, July 
2013, p. 80.)

Tuomey might not end up paying 
the entire $238 million, notes Thomas 
E. Bartrum, JD, a shareholder with 
Baker Donelson in Nashville, TN. The 
system has tried to settle the case earlier 
but would not accept the government’s 
offer, he says, and it now might end 
up settling for even more because the 
verdict came in so high. Years of legal 
fees must make the total burden on 
Tuomey enormous, Bartrum says.

“If I were on the board of directors at 
this system, I would have asked for the 
resignation of this counsel and started 
the process for settling the matter much 
earlier,” he says. “At this point their top 
priority must be putting this behind 
them and stopping the bleeding.”

Risk managers should study the 
Tuomey case to see where the mistakes 
were made, suggests Alan H. Rumph, 
JD, an attorney with the law firm of 
Baker Donelson in Atlanta. The lucra-
tive physician arrangement apparently 
misled Tuomey leaders who should 
have put the brakes on the deal, he says. 
(See the story on p. 136 for more on the 
lessons to take away from Tuomey’s experi-
ence.)

“When a hospital is considering rela-
tionships with physicians, the number 
one priority should be compliance,” 
Rumph says. “I know the economics 
are important and hospitals have to 
have relationships with physicians in 
order to survive, but compliance should 
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Editorial Questions
Questions or comments?  

Call Greg Freeman, 
(770) 998-8455.

Executive Summary
Executive summary: The multi-million dollar award against the Tuomey Health-
care system holds important lessons regarding a hospital’s business relation-
ship with physicians. The case involved allegations of improper referrals and 
payment to physicians.

F Unlike many fraud cases, overbilling was not alleged by prosecutors.
F A jury determined that 21,000 Medicare claims were “tainted.”
F The government sought and received more than the actual damages.
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be the first objective and everything 
else should flow from that.”

The purpose of a physician arrange-
ment should be providing better quality 
care to more patients, Rumph says. It 
is dangerous for the hospital or health 
system to openly discuss the potential 
financial benefits to the hospital, he 
cautions.

Bartrum concedes that hospitals will 
make that calculation, at least to ensure 
that the arrangement is economically 
feasible. “But what is really damn-
ing is when that calculation drives the 
whole transaction,” he says. “If you say 
you can’t let the doctors leave because 
you will lose $18 million a year, and 
that’s the motivation for the arrange-
ment, that gives the government a lot 
of ammunition to say that your com-
pensation arrangements were driven 
by volume and value of referrals rather 
than a fair market value arrangement.”

Fair market valuation turned out to 
be a key issue in the Tuomey case, and 
Bartrum says the case will lead to much 
closer scrutiny of valuation in similar 
arrangements. 

“Hospital leaders try to be compli-
ant, I really believe that. But they often 
don’t fully understand what they can 
and can’t do in terms of Stark and the 

False Claims Act,” Bartrum says. “A 
lot of times risk managers and lawyers 
are not brought to the table until all 
this background has been done. The 
incriminating e-mails are already circu-
lating before we ever get involved in it.”

Bartrum also cites what he calls 
“opinion shopping” by Tuomey when 
consulting with attorneys about the 
physician arrangement. Tuomey had 
attorneys warn them that the plan 
could be problematic, but they dis-
missed those opinions in favor others 
that said it was acceptable, Bartrum 
explains.

Rumph suggests that the Tuomey 
case might prompt similar allegations 
against hospitals and health systems. 
“With all this publicity and the finan-
cial windfall for this whistleblower 
physician, you’re going to see more 
whistleblowers,” Rumph says. “They’re 
in a position to produce more of the 
facts than anyone else, after you’ve 
pitched the deal to them, and particu-
larly if they are jealous that their com-
petitors got in on the deal they didn’t.”

In addition to the lessons about how 
to avoid a Tuomey-like arrangement 
with physicians, the experience of the 
healthcare system also shows how not 
to handle such allegations once they 

hit the court system, says David M. 
Walsh IV, JD, a shareholder with the 
law firm of Chamblee Ryan in Dallas. 
Tuomey’s troubles, and the magni-
tude of the judgment against it, could 
have been prevented by taking a more 
critical approaching to assessing the 
legality of the physician arrangement, 
he says. (See the story on p. 136 for more 
on Tuomey’s missed opportunities. See the 
story on p. 137 for the likelihood of similar 
cases in the future.)

“The evidence established that 
Tuomey ignored legal advice that 
it received that did not support the 
arrangement and instead chose to 
listen just to the legal advice that sup-
ported the arrangement,” Walsh says. 
“In this example, the contrarians were 
obviously right, and following that 
advice would have avoided Tuomey’s 
problems.”
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In May 2013, a jury found that 
Tuomey Healthcare System in 

Sumter, SC, violated the False Claims 
Act by submitting more than 21,000 
Medicare claims that were “tainted” due 
to contractual arrangements between the 
referring physicians, and that Tuomey 
violated the Stark law. This trial was 
the second one, after a federal judge set 
aside a previous verdict against Tuomey.

This most recent verdict came after 
a four-week trial. The case of U.S. ex 
rel. Drakeford v. Tuomey Healthcare 
System, Inc., has been winding its way 
through the courts since 2005 and still 
might not be complete. Healthcare Risk 
Management’s legal sources explain 

that in May, Tuomey requested that a 
federal judge throw out the jury verdict 
that found the hospital system violated 
the False Claims Act (FCA) and the 
Stark Law. Tuomey’s lawyers argued 
that prosecutors provided insufficient 
evidence for the jury to conclude the 
physician contracts at issue were subject 
to the Stark Law and the prosecution 
improperly attempted to convince the 
court that the physicians’ compensation 
would not change based upon referrals 
to Tuomey.

The healthcare system also contested 
the government’s evidence that the 
physicians at issue were the “referring” 
doctors. Its lawyers said the prosecution 

did not provide sufficient evidence of 
actual referrals. Tuomey also contested 
the amount of the damage award and 
said the jury did not have sufficient 
evidence to determine that amount was 
appropriate.

In October 2013, the court ruled 
against Tuomey on each point and 
said that on each issue in dispute, the 
prosecution submitted sufficient evi-
dence upon which a reasonable jury 
could have based its verdict. The court 
refused to overturn the jury’s deter-
mination on those issues. The court 
stated that a reasonable jury could have 
concluded that Tuomey submitted 
21,730 false claims and was improperly 

Tuomey case went back and forth for years
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reimbursed $39.3 million. 
Under the FCA, the government can 

seek a civil penalty of $5,500 to $11,000 
per false claim, in addition to requesting 

treble damages. In the Tuomey case, the 
government requested a civil penalty of 
$5,500 per false claim plus treble dam-
ages.

The judge approved the request 
for a total civil penalty in the amount 
of $237.5 million. Tuomey quickly 
announced that it would appeal. F

Eight years of fighting in court left 
plenty of information to digest in 

the Stark and False Claims Act (FCA) 
case against Tuomey Healthcare 
System in Sumter, SC. But there are 
three clear lessons to take away from 
the system’s legal troubles, says David 
M. Walsh IV, JD, a shareholder with 
the law firm of Chamblee Ryan in 
Dallas.

Walsh offers these lessons from 
Tuomey:

Lesson 1: The fact that a physician 
personally performed the bulk of the 
services in question does not auto-
matically immunize the billed service 
or the hospital-physician relationship 
from scrutiny under Stark or the FCA. 
While the definition of referral under 
Stark excludes care that is personally 
performed by the referring physician, 
a referral occurs when anyone besides 
the physician takes action, including an 

employee or agent of the physician. In 
the past, some have taken the approach 
that this type of relationship might pass 
scrutiny if the physician provides all of 
the service. But — and this is especially 
true for hospital service — a non-physi-
cian will have at least ancillary involve-
ment. Thus, just because a physician 
personally performs the service does not 
necessarily immunize the relationship.

Lesson 2: Overbilling is not neces-
sary for violating Stark or the FCA. 
The Tuomey case appeared not to 
involve any claimed overbilling in the 
traditional sense of charging too much, 
or provision of services that were not 
necessary. When these laws originally 
were passed, the thought was that these 
relationships should be limited and 
carefully scrutinized because if a physi-
cian is referring to a place where he 
might make money, the physician will 
have a tendency to refer unnecessary 

patients or charge unreasonable rates. 
Neither appears to have been the case 
here. The government’s focus on why 
the billing was improper under Stark 
and the FCA dealt with the fact that 
the billings were generated from a pro-
hibited referral, which made the entire 
payment illegal. The government might 
pursue claims based on an improper 
relationship even if the charges were 
reasonable and the care provided was 
necessary.

Lesson 3: The focus in determining 
compensation arrangements with phy-
sicians starts and ends with fair market 
value. Tuomey attempted to consider 
the value of anticipated referrals as part 
of the compensation arrangement, 
and that step resulted in its troubles. 
The only consideration for physician-
compensation arrangements should 
be the fair market value for the service 
provided. F 

3 lessons to take away from Tuomey

The drawn-out court case against 
the Tuomey Healthcare System in 

Sumter, SC, provides some guidance 
for how risk managers should evaluate 
these issues, says David M. Walsh IV, 
JD, a shareholder with the law firm of 
Chamblee Ryan in Dallas.

Start with heeding the warning 
signs. Attorneys warned Tuomey that 
there were problems with the arrange-
ment, but those were ignored in favor 
of other, more reassuring opinions, 
Walsh notes. Another warning sign 
would have been a comparison to the 
traditional physician-employment 
agreement, he says.

“Here, the arrangement was for 

part-time work, and it considered 
volume as part of the compensation 
arrangement. In contrast, the typical 
agreement is for full-time work and ties 
compensation to fair-market value of 
services instead of anticipated volume,” 
Walsh says. “And perhaps the largest 
warning sign that Tuomey ignored was 
that it was creating a system that had to 
pass through multiple legal and valua-
tion consultants before the legality was 
blessed, and even then the reviews were 
mixed on whether the system would 
survive scrutiny.”

If the system requires that much 
work to achieve mixed reviews of legal-
ity, Walsh says, then perhaps the safest 

course is to scrap the system and start 
anew. 

Next, evaluate valuation opinions 
very carefully. In Tuomey’s case, Walsh 
notes that the valuation opinion upon 
which it relied was only three pages, 
without much supporting guidance 
about how its authors reached the con-
clusions.

“Apparently at the trial of this mat-
ter, even Tuomey’s expert witness 
conceded that the valuation opinion 
upon which Tuomey initially relied in 
creating this arrangement did not use a 
proper methodology. The reason that 
one obtains the valuation opinion on 
the front end is to have support in case 

Don’t ignore the warning signs like Tuomey
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With electronic health records 
(EHRs) and computerized phy-

sician order entry (CPOE) becoming 
more common in all healthcare set-
tings, alarms are being raised about the 
potential threat to patient safety from 
default values embedded in the systems. 
Research is showing that patients can 
be harmed when the default values are 
not overridden when necessary.

Medication dosages pose the most 
risk from default values, says Rishi 
Agrawal, MD, a pediatric hospitalist 
at La Rabida Children’s Hospital in 
Chicago.

“Clinicians often tell you that these 
tools are a bit of a mixed bag,” he says. 
“They certainly can improve your 
efficiency and quality, and they may 
remind you to do certain things that 
might have been lost before. But at the 

same time, there is the danger of put-
ting some processes on autopilot and 
pushing through orders that you don’t 
actually want.”

Recent research from the 
Pennsylvania Patient Safety Authority 
(PPSA) found that default values can 
be problematic in several ways. Default 
values for medication dosages is per-

haps the most obvious usage, but elec-
tronic systems also incorporate defaults 
in other functions such as the time 
allowed before a drug order is canceled. 

In the PPSA research, analysts 
identified 324 events related to EHR 
software defaults.1 The three most 
commonly reported error types were 
wrong-time errors (200), wrong-dose 

Executive Summary

the government scrutinizes the arrange-
ment on the back end,” Walsh says. “If 
the opinion does not have much analy-
sis, then it probably will not provide 
much help when it matters most.”

Also, Tuomey’s valuation opinion 
apparently did not use any of the exist-
ing surveys of fair-market value for phy-
sician services, such as the American 
Medical Association’s Physician 

Marketplace Statistics, Walsh says. A 
valuation expert should address at least 
one of these surveys to demonstrate 
that the expert’s opinion was not just 
created out of thin air, he says. F

The experience of Tuomey 
Healthcare System in Sumter, 

SC, should be a cautionary tale for 
risk managers, but it should not be 
the reason to overly restrict physician 
arrangements, says David M. Walsh 
IV, JD, a shareholder with the law 
firm of Chamblee Ryan in Dallas.

The arrangements with most phy-
sicians “do not run through as many 
red lights as were apparent in the 
Tuomey case,” he says Also, the real-
ity of litigation with the government 
is that most cases resolve through 
settlement, he says.

In making settlements, the govern-
ment considers the hospital’s place 

in the overall medical environment. 
For example, the government recently 
entered a deferred prosecution agree-
ment with a North Carolina hospital 
in which, among other factors, a 
felony conviction would have likely 
resulted in shutdown of the hospital 
and lack of needed medical care for 
surrounding community, Walsh says. 

“At the same time, we know that 
Tuomey appealed a prior judgment 
of just under $45 million that resulted 
in what Tuomey wanted — reversal 
of the prior judgment — but set the 
stage for this result,” Walsh explains. 
“While the likely result of this case 
seems like a settlement for less than 

the amount of the judgment, one can 
ask why the case reached this level. 
Many hospitals operate on margins 
that make a trial with this level of risk 
unthinkable.”

Litigation might continue for years, 
including claims of legal malpractice 
against the lawyers who approved the 
arrangement and negligence claims 
against the executives involved, Walsh 
says.

“The Tuomey example is an 
unusual one that probably will not 
repeat with much frequency in light of 
the unusual nature of the agreements 
at issue as well as Tuomey’s unwilling-
ness to settle,” he says F

Tuomey case not likely to set trend for hospitals

Default values in electronic health records
pose patient safety and liability risks

Default values that are programmed into electronic health records (EHRs) 
and computerized physician order entry (CPOE) systems can threaten patient 
safety. They can result in patients being administered wrong doses of medi-
cine and other errors.

F Default values must be changed when inappropriate for the patient, but 
can be overlooked.
F Some systems will override a manual order entry with a default value.
F Systems might inappropriately end prescribed therapy after a default time 
value.
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errors (71), and inappropriate use of 
an automated-stopping function (28). 
The three most commonly reported 
causes for the errors were failure to 
change a default value, user-entered 
values overwritten by the system, 
and failure to completely enter infor-
mation, which caused the system 
to insert information into blank 
parameters. Analysts also noted nine 
reports indicating that a default value 
needed to be updated to match cur-
rent clinical practice. (See the story 
below for more on the PPSA research. 
See the story on p. 139 for PPSA’s rec-
ommendations.)

The PPSA report should prompt 
concern, Agrawal says, but he also 
notes that it does not document how 
many times those same EHR and 
CPOE systems improved patient 
care, when they avoided errors by 
prompting the clinician for a proper 
value or overriding a mistaken entry.

The efficiency of default values 
and automation must be balanced 

with the need to protect patients, 
Agrawal says. Also, any hospital with 
residents or other trainees must learn 
to enter the proper values and not rely 
on the computer to do it for them, he 

notes. (See the story on p. 139 for more 
on striking the right balance.)

Agrawal’s hospital is address-
ing the risk of medication errors 

from default values. At La Rabida, 
the EHR and CPOE systems do 
not have medications completely 
defaulted in any order set.

“When we launch an order set, 
we do have a list of favorite medica-
tions that are available, but someone 
still has to go through the process of 
checking them and, in most cases, 
having to edit the information,” he 
says. “As a general rule, I think it is 
problematic for an order set to have 
medications completely checked from 
the beginning when it is opened up.”

Reference
1. Sparnon E. Spotlight on electronic health 
record errors: Errors related to the use of default 
values. Pa Patient Saf Advis 2013 Sep; 10(3):92-
95.
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Electronic health records (EHRs) 
and computerized physician order 

entry (CPOE) are intended to stream-
line routine functions such as ordering 
medication and reduce the oppor-
tunity for human error, but they can 
introduce their own errors sometimes, 
according to recent research from the 
Pennsylvania Patient Safety Authority 
(PPSA).

The group’s study found that 
default values can be problematic in 
several ways, primarily wrong-dose 
errors, wrong-time errors, and auto-
mated stops that cancel medication 
and therapy orders.

“Facilities may wish to pay particu-
lar attention to the types and sources 
of error identified in this analysis 
when considering their use of default 
values in order sets, including consid-
eration of how users view and enter 

time information, periodic review 
and change management, and dif-
ferentiation between information that 
is user-entered versus overwritten or 
populated by the system,” the PPSA 
author wrote.

Of the 324 verified reports, 314 
(97%) were reported as “event, no 
harm,” meaning an error did occur, 
but there was not an adverse outcome 
for the patient. Another six (2%) were 
reported as “unsafe conditions” that did 
not result in a harmful event. 

Two reports involved temporary 
harm to the patient that required treat-
ment or intervention. These events 
were associated with, respectively, 
acceptance of a default dose of muscle 
relaxant (which was higher than the 
intended dose) and an extra dose 
of morphine due to acceptance of a 
default administration time (which was 

too soon after the patient’s last dose). 
Two reports involved temporary harm 
that required initial or prolonged hos-
pitalization.

PPSA cites two incidents that illus-
trate the hazards of default values. In 
the first, a patient did not receive the 
ordered antibiotic after a default stop 
time automatically cancelled the order:

• [During the evening, a] patient 
was ordered [an antibiotic]. The order 
was entered [30 minutes later] with a 
48-hour stop time [default]. The first 
dose was sent up at that time. The 
first dose was returned to pharmacy 
later that evening, and the next two 
doses were given as scheduled … The 
order was not renewed, [it] fell off the 
profile, and no other antibiotics were 
ordered for the next two days. On [day 
three], the patient’s temperature spiked 
at 102.3. The physician was called and 

Default values can cause variety of trouble 

“The efficiency 
of default values 
and automation 

must be balanced 
with the need to 

protect patients.”
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ordered the [antibiotic] to be contin-
ued.

In another report to the PPSA, 
clinicians said that a patient did not 
receive the ordered antidiuretic due to 
a miscommunication as to which care-
giver would administer the medication. 
The default value in the CPOE system 
indicated that respiratory therapy was 
to administer the medication, but this 
information did not match the hospi-
tal’s clinical practice:

• DDAVP [antidiuretic] nasal 
spray was ordered bid [given twice 
that same day]. Multiple missed doses 
were noted on the MAR [medica-
tion administration record]. Physician 
questioned the [registered nurse] 
caring for the patient about whether 
the patient was receiving DDAVP 
as ordered, since sodium levels were 
increasing despite DDAVP bid and 
strict free-water restriction. Upon 
investigation, [it was] noted that five 

doses were not given. Upon further 
investigation, [it was discovered that 
the system] default order has the box 
checked for “per [respiratory therapy] 
protocol.” … Respiratory therapy does 
not administer this medication, despite 
the fact that this is the default order 
selection and the fact that it is listed 
“per [respiratory therapy] protocol” on 
the MAR.

The PPSA report is available online 
at http://tinyurl.com/defaulterrors. F

The Pennsylvania Patient Safety 
Authority (PPSA) recommends 

these three steps for reducing the 
patient safety risk posed by default val-
ues in electronic health records (EHRs) 
and computerized physician order entry 
(CPOE):

• Wrong-time errors. To address 
wrong-time errors, facilities can pay 
particular attention to the manner by 
which time information is entered by 
users and the manner in which time 
information is relayed to users after 
selection. This step can include assess-
ing how and whether a user can specify 

times for particular types of orders 
(medications, lab draws); implementing 
user training to ensure that users know 
the difference between selecting “stat” 
or “now”; selecting a specific time, and 
accepting the next standard time for 
the administration or procedure; and 
ensuring that, after selection, the system 
clearly displays the selected time.

• Errors related to outdated values. 
To address errors related to situations 
in which default values have not kept 
up with changes in clinical practice, 
facilities can develop electronic health 
record (EHR) system maintenance pol-

icies that require periodic assessment of 
whether order sets and clinical decisions 
support current clinical practice, as well 
as change management procedures for 
updating these systems once gaps are 
identified.

• Errors related to system-entered 
information. To address errors such as 
default values that are written over user-
entered information or inserted into 
incomplete entries, facilities can deter-
mine whether EHR software allows 
users to easily differentiate between 
user-entered data and system-entered 
data. F

3 tips for reducing risk from default values

The best time to minimize the risk 
from default values in electronic 

health records (EHRs) and computer-
ized physician order entry (CPOE) 
might be when you are choosing the 
system you will buy or designing its 
variables.

Look for systems that are designed 
to make order entry as simple as possi-
ble for clinicians but without an overre-

liance on default values, suggests Rishi 
Agrawal, MD, a pediatric hospitalist 
at La Rabida Children’s Hospital in 
Chicago. The user interface for some 
systems can be very “click intensive” 
and require the doctor to repeatedly 
click on options and values when fill-
ing out an order. That requirement can 
lead the user to select the default value 
too often, just to speed the process, he 

explains.
“It can require a lot of scrolling 

and clicking, jumping back and forth 
between screens. Some entries are 
required, but you can’t figure out how 
to enter them, and it is not efficient 
at all,” Agrawal says. “Sometimes that 
hassle factor can be enormously frus-
trating, so the temptation is very high 
to resort to these default values.” F

Choose systems that minimize default errors

Credentialing of business associates 
is a hot topic for risk managers 

now, but many are wondering how far 
they have to go. Is it enough to ensure 

that your primary business associates 
are in compliance with the Health 
Insurance Portability & Accountability 
Act (HIPAA), or do you have to cre-

dential every one of their subcontractors 
down the line?

And if one of those subcontractors is 
responsible for a breach, does the liabil-

Caution needed when credentialing business associates
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ity stop with the business associate, or 
go all the way back to the provider?

Credentialing vendors and business 
associates is a growing industry, and it 
can take different forms. Many hospitals 
and health systems use outside services 
to credential vendors who need access 
to patient care areas, for example, but 
the vetting of HIPAA-defined business 
associates is a different matter. (For more 
on credentialing of vendors such as surgical 
sales representatives, see Healthcare Risk 
Management, November 2013, p. 128.)

The omnibus final HIPAA rule 
released in March 2013 clarified who 
constitutes a business associate and who 
is potentially liable for breaches. There 
was some good news regarding business 
associates and liability. Previously, the 
healthcare provider essentially had all 
the liability for a breach from a vendor, 
explains Gary Johnson, chief marketing 
officer at Vendormate, a credentialing 
service based in Atlanta.

Under the new rule, business associ-
ates and their subcontractors also own 
some of the liability, Johnson explains. 
It still is important for healthcare pro-
viders to credential their associates, he 
notes, and more are now including sub-
contractors in that process because even 
partial liability for a breach can be sig-
nificant. (The Joint Commission recently 
updated its business associate agreement. 
See the story below for more information.)

“With the new definition of business 
associates, compliance officers are look-
ing beyond the traditional obvious asso-
ciates like medical transcription services 
because the new definition includes 
storage of off-site data,” Johnson says. 
“Once you have determined that a 
vendor is a business associate, the law 
requires that you ask if that vendor has 
subcontractors that will receive, trans-
mit, or store protected information from 
your hospital.”

If the answer is yes, then you must 
determine what processes are in place to 
protect that information with the sub-
contractor. The HIPAA rule calls this 
obtaining “satisfactory assurances” that 
the subcontractor will protect the data.

“The hospital has to be assured that 
the vendor is providing satisfactory 
oversight of the subcontractor,” Johnson 
says. “A lot of compliance officers are 
seeing that this is where the risk could 
be, because previously they weren’t 
required to ask about this, but now they 
are.”

Many hospitals are providing ques-
tionnaires to vendors regarding the 
oversight of subcontractors and asking 
that it be answered quarterly or twice a 
year, he says. Some are requiring docu-

mentation of oversight audits.
“That is to protect the hospital so 

that if there ever is a breach of protected 
medical data downstream, by a sub-
contractor, they can show their attempt 
to ensure compliance,” he says. “State 
attorneys general now have the respon-
sibility to prosecute those breaches, 
and the investigation is going to go all 
the way back upstream to the hospital. 
They’re going to ask if you were aware 
the vendor had subcontractors and did 
you obtain satisfactory assurances of 
compliance.”

Some hospitals are choosing to play 
it safe by credentialing the first level of 
subcontractors as rigorously as they vet 
the vendor, Johnson says. 

“Compliance officers are being very 
demanding of the answers from the 
vendor regarding their oversight of 
subcontractors, and if they are not satis-
fied and feel there is a reasonable risk 
of a breach, some are actually defining 
the vendor as an agent,” Johnson says. 
“That changes the legal relationship and 
allows the hospital to get involved more 
in their business and do much of the 
subcontractor oversight themselves.”

SOURCE

• Gary Johnson, Chief Marketing Officer, 
Vendormate, Atlanta. Telephone: (404) 
949-3402. Email: gary.johnson@ 
vendormate.com. F

Executive Summary
Healthcare providers must ensure that their business associates are in compli-
ance with the Health Insurance Portability & Accountability Act (HIPAA), but 
the obligation to monitor subcontractors is less clear. Recent changes in the 
law suggest providers should provide some oversight.

F Providers must demand proof that subcontractors are in compliance.
F Liability can extend back to the hospital if a subcontractor is responsible for 
a breach.
F Some hospitals are choosing to credential the first level of subcontractors 
themselves.

The Joint Commission (TJC) 
recently updated its business 

associate agreement (BAA) for com-

pliance with the Health Insurance 
Portability & Accountability Act 
(HIPAA).

Organizations should consult with 
their legal department regarding the 
acceptance of the agreement, the 

TJC updates its business associate agreement

“The hospital 
has to be assured 
that the vendor 

is providing 
satisfactory 

oversight of the 
subcontractor.”
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group suggests. The amended agree-
ment is on the TJC extranet site, 
which members can access.

TJC does not require a formal sig-

nature on the amended BAA because 
it assumes organizations agree with 
it unless it hears otherwise. If lead-
ers of an organization prefer to sign 

and submit the amended BAA, it 
should be sent to their TJC account 
executive, preferably in an electronic 
format. F

Patient satisfaction surveys often are 
thought of as a tool for more of the 

business side of healthcare than risk 
management, but they can be a use-
ful way to help improve patient safety. 
What you find out about a patient’s 
experience could reveal shortcomings 
that need to be corrected.

Satisfaction surveys already might 
address issues that directly affect patient 
safety, such as communication with the 
patient, explains Ann Whitehead, JD, 
RN, vice president of risk management 
and patient safety for the Cooperative 
of American Physicians (CAP) in Los 
Angeles. 

“The information you glean from a 
patient satisfaction survey, if the ques-
tions are worded carefully, can tell you 
about more than just customer service 
issues,” she says. “If they are unsatisfied 
with some type of communication by 
physicians or nurses, that is a warning 
sign for safety. If the patient does not 
feel that the communication back and 
forth is adequate, that can lead to a 
number of errors and quality issues.”

Whitehead offers this example of 
how a survey question can reveal poten-
tial patient safety issues: The patient 
is asked to agree or disagree with the 
following statement: “The nurse asked 
me to talk about my current health con-
cerns.” 

“The person who is asking the ques-
tion needs to elicit from the patient 
what is going on in order to provide the 
proper care, and that requires asking the 
patient to talk about the situation rather 
than just looking at the complaint on 
the chart and proceeding,” Whitehead 
says. “Mistakes can be made, or you can 
have a mistaken impression of what the 
patient’s problem is. You certainly get 
customer service information from that 
response, but a low score can indicate 
that your clinicians are not taking the 
time to listen to patients.”

Other questions could hit on issues 
such as documentation and discharge. 
Responses could indicate that patients 
found discrepancies in what they told 
the doctor or nurse versus what was 
recorded. Or patients might report that 
they were sent home without adequate 
explanation of their medications or 
follow-up needs. All should be red flags 
for a risk manager, Whitehead says.

Whitehead cautions that risk manag-
ers cannot depend solely on complaints 
or threats to sue. The fact that patients 
do not complain does not necessarily 
mean they are satisfied with the care 
they are receiving, she says. The best 
survey questions elicit information from 
the patient about real events that tran-
spire between the physician, staff, and 
the patient during treatment encounters 

or hospital stays.
Chances are good that the informa-

tion useful to a risk manager already is 
being collected in the hospital’s patient 
satisfaction surveys, Whitehead says. 
“What’s important for the risk manager 
is to get involved in the process,” she 
says. “Get the information from the sur-
veys and find the questions that could 
have an impact on patient safety, then 
request the data so you can dig deep. 
Find the person who calculates all the 
information from the patient satisfac-
tion survey and let that person know 
you are eager to hear of any results that 
could affect patient safety and quality.”

It also is possible to add questions 
to the survey that are tailored spe-
cifically for risk management concerns, 
Whitehead says. 

“In most cases, the information is 
already there in your facility somewhere, 
and you just need to find it,” she says. 
“More data is always good when it 
comes to improving patient safety, so 
don’t overlook what’s already available 
to you.” F

SOURCE

• Ann Whitehead, JD, RN, Vice President 
of Risk Management and Patient Safety, 
Cooperative of American Physicians, Los 
Angeles. Telephone: (800) 252-7706. Email: 
ann.whitehead@capphysicians.com. F

Satisfaction surveys can improve patient safety

The Joint Commission (TJC) is 
warning that one of the oldest, 

most basic threats to patient safety — 
objects left in the patient after surgery 
— still is happening too often.

TJC recently issued a Sentinel Event 

Alert urging hospitals and ambulatory 
surgery centers to take a new look at 
how to avoid mistakenly leaving items 
such as sponges, towels, and instru-
ments in a patient’s body after surgery. 
Known as the unintended retention of 

foreign objects (URFOs) or retained 
surgical items (RSIs), TJC calls the 
problem a serious patient safety issue 
that can cause death or harm patients 
physically and emotionally. 

More than 770 voluntary URFO 

TJC concerned about retained objects in surgery
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reports were made to TJC in the past 
seven years. These cases resulted in 16 
deaths, and about 95% of these inci-
dents resulted in additional care and/
or an extended hospital stay. Beyond 
the human toll, studies have shown that 
objects left behind after surgery might 
cost as much as $200,000 per case in 
medical and liability payments, says 
Ana Pujols McKee, MD, executive 
vice president and chief medical officer 
with TJC. 

“Leaving a foreign object behind 
after surgery is a well-known problem, 
but one that can be prevented,” McKee 

says. “It’s critical to establish and com-
ply with policies and procedures to 
make sure all surgical items are identi-
fied and accounted for, as well to ensure 
that there is open communication by all 
members of the surgical team about any 
concerns.”

Although URFOs occur in previ-
ously healthy patients during elective 
operations, McKee says one study 
shows common risk factors include 
overweight patients, urgent procedures, 
more than one surgical procedure, and 
multiple surgical teams or multiple 
staff turnovers during the procedure. 

Occurrence of an URFO was nine 
times more likely when an operation 
was performed on an emergency basis 
and four times more likely when the 
procedure changed unexpectedly.

The alert warns that objects most 
commonly left behind after a procedure 
are soft goods such as sponges and 
towels, small miscellaneous items such 
as broken parts of instruments and sta-
pler components, and needles or other 
sharps. 

The full Sentinel Event Alert is 
available online at http://tinyurl.com/
URFOalert. F

A patient death at San Francisco 
General Hospital has prompted 

extensive criticism and pledges to find 
out how the 57-year-old woman could 
be missing for 17 days before her body 
was found in a stairwell.

San Francisco Mayor Ed Lee held 
a news conference in which he prom-
ised an independent review of safety 
and security at San Francisco General 
Hospital. Authorities were baffled by 
how the woman disappeared and sub-
sequently died without being discovered 
for so long. Hospital officials issued 
statements confirming that the woman 
disappeared on a busy fifth-floor cor-

ridor that passes a bank of elevators, a 
hallway to another unit, and numerous 
doors.

The unit’s exit door is equipped with 
an alarm that sounded when Lee tested 
it in front of the media, as he and other 
city officials toured the area to under-
stand how the woman died. 

“We just tested the door on the fifth 
floor and as soon as it opened, there 
was a slight delay, but there was an 
alarm that you could hear,” the mayor 
explained to reporters outside after his 
tour. “But it’s a very busy floor, as well. 
There is constant motion on that floor. 
So you have to put all of the facts into 

perspective.”
Police are investigating the death, 

and in addition to the city’s own inves-
tigation, it is also bringing in an outside 
safety consultant. Lee said the primary 
questions are how the patient could get 
to the fourth floor stairwell without set-
ting off the door alarm, why the alarm 
was ignored if it sounded, and why the 
stairwell was not searched when the 
patient was first reported missing.

Spalding had been admitted for 
complications related to an infection. 
The hospital said she had improved and 
was in fair condition when she left her 
room. F

San Francisco hospital and mayor 
promise action after missing patient dies

The Leapfrog Group released 
its fourth safety report card for 

general acute care hospitals recently, 
and the scores were less than great.

A total of 2,539 acute care hos-
pitals were graded. Leapfrog gave 
813 hospitals an A, indicating 
hospitals with the safest practices 
and low rates of errors and infec-
tions. Another 661 received a B, 893 
received a C, 150 received a D, and 

22 hospitals received an F. 
To get an F, hospitals had to be 

more than three standard deviations 
below the mean. In the previous 
report, 16 hospitals received an F. 
Leah Binder, president and CEO of 
Leapfrog, calls the scores troubling.

“We are burying a population the 
size of Miami every year from medi-
cal errors that can be prevented. A 
number of hospitals have improved 

by one or even two grades, indicat-
ing hospitals are taking steps toward 
safer practices, but these efforts 
aren’t enough,” Binder says. “During 
this time of rapid healthcare trans-
formation, it’s vital that we work 
together to arm patients with the 
information they need and tell doc-
tors and hospitals that the time for 
change is now.”

As result of the push for more 

Leapfrog safety scores not encouraging
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COMING IN future MONths

CNE OBJECTIVES 

Upon completion of this edu-
cational activity, participants 

should be able to:
• describe the legal, clinical, 

financial and managerial 
issues pertinent to risk manage-
ment;

• explain the impact of risk man-
agement issues on patients, 
physicians, nurses, legal counsel 
and management;

• identify solutions to risk man-
agement problems in health-
care for hospital personnel to 
use in overcoming the chal-
lenges they encounter in daily 
practice.

CNE INSTRUCTIONS 

Nurses participate in this 
CNE program and earn 

credit for this activity by follow-
ing these instructions.  
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 collec-
tively at the end of the semester. 
First-time users will have to reg-
ister 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 evalua-
tion form, which you will submit 
online. 
5. Once the completed evalu-
ation is received, a credit 
letter will be e-mailed to you 
instantly. F

After four years of contentious liti-
gation, the Pennsylvania health 

plan Highmark and the University of 
Pittsburgh Medical Center (UPMC) 
appear to be ending their antitrust dis-
pute.

Both parties announced recently 
that they have agreed to have a 
federal judge dismiss both of their 
lawsuits, which started the fight in 
2009. West Penn Allegheny Health 
System sued UPMC and Highmark 
and accused the leading insurer 
and health provider in the region 
of teaming up to stifle competition. 
Highmark then agreed to buy West 
Penn, and the insurer was dropped 
from the lawsuit.

An agreement was negotiated in 
May 2012 that would have ended the 
litigation, but weeks later UPMC 
sued Highmark and alleged the 
insurer was illegally thwarting the 

competition, including the UPMC 
Health Plan. The Pennsylvania gov-
ernor’s office got involved in trying 
to mediate a settlement, to no avail.

The allegations continued to fly 
until recently when District Chief 
Judge Joy Flowers Conti, JD, had 
enough and ordered the attorneys 
for both sides to hammer out an 
agreement. Highmark and UPMC 
announced that they had agreed to 
dismiss their respective lawsuits and 
that Highmark’s in-network contract 
with UPMC will not extend beyond 
2014.

Highmark’s attorneys noted that 
the “agreement in principle” is not 
final until approved by the West 
Penn board. When finalized, the 
pact means that Highmark custom-
ers will no longer have in-network 
access to most UPMC hospitals 
after 2014. F

public reporting of hospitals’ safety 
efforts, Leapfrog added two new 
measures to the latest Hospital 
Safety Score release, including 
Catheter-Associated Urinary Tract 
Infections (CAUTIs) and Surgical 
Site Infections: Colon (SSI: Colon). 
While CAUTIs and SSI: Colon 
have not received as much public 
attention as other measures, they are 
among the most common hospital 

infections and claim a combined 
18,000 lives each year, Binder says.

CAUTI and SSI: Colon are 
among the 28 measures of publicly 
available hospital safety data used to 
produce a single grade representing 
a hospital’s overall safety rating.

The Hospital Safety Score is a 
public service available at no cost 
online at www.hospitalsafetyscore.
org. F

Highmark and UPMC 
might finally end litigation 

F Will insurers cover data breach 
costs?

F Changing career paths for risk 
managers

F New fall reduction strategies

F OIG focusing on dubious sleep 
studies
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1. How did the Tuomey Healthcare 
System become embroiled in a law-
suit alleging violations of the Stark 
law and the False Claims Act?
A. Michael Drakeford, MD, filed a 
qui tam lawsuit against Tuomey. 
B. A federal investigator discovered 
impropriety during an audit.
C. The problems were discov-
ered during a survey by The Joint 
Commission.
D. A recently terminated adminis-
trator reported improprieties.

2. What was one key issue in the 
Tuomey case?
A. Overbilling

B. Fair market valuation
C. Denied claims
D. Time to reimbursement

3. According to the recent report by 
the Pennsylvania Patient Safety 
Authority, what was the most com-
mon patient safety issue related to 
default values in electronic health 
records?
A. Wrong-time errors 
B. Wrong-dose errors
C. Inappropriate time-stop errors
D. Generic substitution errors

4. According to Gary Johnson, chief 
marketing officer at Vendormate, 

what is the healthcare provider’s 
obligation for ensuring that a 
business associate’s subcon-
tractors are compliant with the 
Health Insurance Portability & 
Accountability Act (HIPAA)?
A. The provider has no obligation.
B. The provider must provide ade-
quate compliance training for the 
subcontractors.
C. The provider must inquire about 
subcontractors and receive “satisfac-
tory assurances” that they are com-
pliant. 
D. The provider only needs to state 
to the business associate that sub-
contractors should be compliant.



By Damian D. Capozzola, Esq.,
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Capozzola
Los Angeles
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Director of Risk Management 
Services
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Angelina Gratiano, JD,
Los Angeles

News: An infant diagnosed with 
a rare form of malignant liver can-
cer underwent an emergency liver 
transplant after suffering catastrophic 
bleeding when the inferior vena cava 
above his liver was inadvertently 
severed by surgeons attempting to 
remove cancerous tissue. While the 
hospital and doctor overseeing the 
surgery admitted liability in tran-
secting the vessels connected to the 
young patient’s liver, both defendants 
contended that the their maximum 
legal obligation had been satisfied 
based on an advance payment made 
to the child and the child’s mother, 
who donated a portion of her liver 
to her young son, and invoked the 
protection under the Oregon Tort 
Claims Act for aggregate limitations 

on damages. After a jury trial on the 
sole issue of damages, $12 million 
was awarded to the plaintiffs against 
the hospital and the doctor despite 
the $3 million statutory liability cap 
for the hospital.

Background: Before his first 
birthday, the patient (a baby boy) 
had undergone three cycles of che-
motherapy to treat Stage III hepato-
blastoma, a type of liver cancer that 
occurs in the general population 
at a rate of 1 in one million. By all 
accounts, the radiation therapy was 
successful enough to render the 
tumor fit for surgical resection by the 
doctors at the hospital.

After reviewing the success of the 
chemotherapy, the hospital’s oncolo-
gists determined that the young child 
could be successfully treated once 
portions of the affected liver were 
removed, as the cancerous cells had 
not spread to neighboring organs. 

An extended right hepatectomy 
was scheduled to be conducted by the 
pediatric surgeon and his fellow to 
remove the cancerous portion of the 
boy’s liver. A pediatric liver specialist 
initially was scheduled to participate 
as well. On the day of the surgery, 
however, the pediatric liver special-
ist was not available to oversee the 
procedure. 

During the operation, the blood 
vessels surrounding the patient’s liver 
were severed in error, which caused 
permanent injury to the liver, spleen, 
and lower bowel due to lack of blood 
flow. After discovering the surgical 
error, the hospital urgently con-
ducted subsequent surgeries to lessen 
the internal bleeding and to prevent 
additional damage to surrounding 
organs. While these surgeries were 
a temporary solution, ultimately the 
damage to his liver was irreversible 
and required an immediate liver 
transplant. 

The plaintiffs brought suit against 
the pediatric surgeon, the pediatric 
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$12 million award for surgical errors on infant 
raises difficult questions under med mal cap

During the 
operation, the 

blood vessels 
surrounding the 

patient’s liver 
were severed in 

error ...
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fellow, and the hospital, asserting 
negligence. The hospital contended 
that the surgeon and his fellow were 
acting as agents of the hospital, and 
thus the hospital vicariously was lia-
ble for the medical negligence. This 
enabled the hospital to indemnify the 
doctors and also to assert the affirma-
tive defense based on the medical cap 
protection provided by the Oregon 
Tort Claims Act. Under the Oregon 
Tort Claims Act, the hospital would 
be liable only for damages up to the 
statutory cap of $3 million. This 
amount set by the Oregon legislature 
was meant to provide a meaningful 
benefit to a plaintiff, which is a point 
of contention for many plaintiffs. 
Eventually, the plaintiffs agreed to 
drop their case against the pediatric 
fellow and claim only one incident 
of surgical negligence against the 
pediatric surgeon and the hospital in 
exchange for the hospital’s admission 
of liability. 

To elaborate, the hospital at issue 
is considered an agent of the state 
of Oregon and is able to invoke 
the protection of sovereign immu-
nity. Sovereign immunity is a legal 
concept developed in the United 
Kingdom during the 1600s, and it 
prohibited a citizen from bringing 
a suit against the king. Eventually 
this doctrine was integrated into the 
American legal system and, most 
importantly, applies to the states 
through the 11th Amendment. 

In this case, the state of Oregon 
is considered immune from civil or 
criminal suit and thus cannot be held 
liable. Additionally, this particular 
hospital is considered an agent of the 
state and is thus also immune from 
suit. This essentially means that the 
hospital cannot be held liable for 
damages based on medical malprac-
tice, but the hospital’s physicians may 
be held individually liable. Because 
of the unique status of this hospital, 
the hospital is required to indemnify 
the physicians against any malprac-
tice claims, which in the end results 
in the hospital being held financially 

liable for legal claims. 
At the close of trial, the jury 

rendered a verdict awarding the 
plaintiffs $12 million in damages for 
the admitted medical negligence on 
behalf of the hospital and pediatric 
surgeon. However, whether this 
judgment actually will be awarded to 
the plaintiffs remains undecided. 

Currently, the statutory cap in 
Oregon limits liability to a state 
agency at $3 million dollars. Given 
the extent of the child’s medical 
expenses as a result of the surgical 
error, the parents will not be able to 
cover the current medical charges as 
they are in excess of the $3 million 
cap. This gap essentially means that 
the $3 million award would arguably 
not provide a meaningful remedy to 
the plaintiffs, especially in light of 
the future medical expenses that the 
family will incur to adequately treat 
the child throughout his life. Thus, 
this cases raises a difficult question: 
To what extent should a state be 
required to pay for medical expenses 
even when a catastrophic medical 
error is admitted?

What this means to you: In basic 
terms, this case boils down to a sur-
gical error that potentially could have 
been prevented by closely monitor-
ing the patient and ensuring that the 
necessary medical specialists were 
on hand to supervise the pediatric 
surgery. Here, having the pediatric 
liver specialist present during the 
tumor removal might have helped 
prevent the catastrophic blood loss 
suffered by the patient as a result of 
the surgical error. Of special concern 
would be how the operative note is 
documented. The pediatric surgeon 
was in the OR with his “fellow.” A 
fellow is a physician who has com-
pleted a residency program and seeks 
additional training in a subspecialty. 
In this case, perhaps the fellow had 
completed a surgical residency pro-
gram and now wanted to specialize 
in pediatrics. Fellows are in training. 
They are students, for all intents and 

purposes.
The operative report should spe-

cifically state which surgeon was per-
forming which procedure. They often 
do not. Was it the pediatric surgeon 
or his fellow that inadvertently sev-
ered the critical vessels? Liability for 
the surgeon and the hospital might 
increase if the surgery was performed 
by the fellow. Direct supervision of 
the fellow by the pediatric surgeon 
would have to be proven, and it is 
helpful if this information is docu-
mented in the record. 

Moreover, note that in many 
instances, hospital physicians are not 
employees of the hospital but are 
members of the medical staff and 
have independent or group contracts 
that require that they be credentialed 
by the hospital board of governors. 
In that case, they must maintain their 
own hospital professional liability 
coverage. That said, in some cases 
plaintiffs might invoke the doctrine 
of “ostensible agency.” When physi-
cians are independent contractors, 
they might appear to the public, 
patients, and visitors to be employees 
of the hospital. In these instances, 
the hospital might be considered 
responsible for negligent acts by its 
agents (physicians). Hospitals should 
consider taking steps to inform their 
patients when their physicians are 
not hospital employees. In some 
organizations, patients are asked to 
sign statements to that effect. Lab 
coats and ID badges should not have 
the hospital logo on them. Physicians 
should not be issued prescription 
pads or stationary that connects them 
to the hospital.

Another point to consider is that 
directors of surgical services must 
monitor supervision in the OR. Are 
the surgeons credentialed for the 
procedures they are performing? Are 
students, residents, fellows, and ven-
dors present during surgery? Has the 
patient been informed of this? Does 
the consent form match the proce-
dure? Is the informed consent of the 
patient documented in the medical 
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record? Does it include the required 
elements? All of these factors play 
an important role in protecting the 
patient, the practitioner, and the 
hospital from physical and financial 
harm.

At the very least, this case is a 
good example of how important it is 
to frequently and adequately monitor 
patients in all medical care settings. 
All necessary due diligence must be 
observed by every medical profes-
sional who comes into contact with 
a patient. Doing this due diligence 
gives medical professionals the best 

opportunity for treating foreseen and 
unforeseen medical complications 
as promptly as possible to minimize 
damages to the patient. 

Additionally, this case highlights 
the controversial and intensely 
debated issue of statutory medical 
malpractice caps. While the func-
tion of these caps is to limit exces-
sive judgments against doctors and 
hospitals and thus keep insurance 
rates reasonable, they might unfor-
tunately leave plaintiffs unable to pay 
for resulting medical bills despite 
receiving a judgment in their favor. 

Medical malpractice caps vary from 
state to state. Risk managers and pro-
viders should work with their legal 
counsel and executives to understand 
whether and how medical malprac-
tice caps apply in the state where they 
practice, as also illustrated by and 
discussed in more detail in the next 
case study.

Reference:

Case No. 1108-11209 (Circuit Court of 
Oregon, Multnomah County). Sept. 19, 
2013. F 

News: The parents of a 9-year-
old brought suit against a hospital 
and an obstetrician for medical neg-
ligence after the obstetrician failed 
to adequately monitor their child, 
a 7.5-month-old fetus at the time, 
while conducting a scheduled fetal 
blood sample. Just an hour before 
the procedure, the fetus’s heart rate 
was recorded in the 120s, a normal 
value; however, 30 minutes into the 
procedure, the fetal heart rate had 
fallen to a mere 65 beats per minute. 
The plaintiffs alleged that as a result 
of the doctor’s failure to properly 
monitor the fetus, the child suffered 
perinatal asphyxia and severe spastic 
quadriplegic cerebral palsy. Experts 
on both sides of the case agreed that 
absent the doctor’s failure to provide 
a reasonable standard of care, the 
baby would have been born perfectly 
healthy. After a two-week jury trial, 
the plaintiffs were awarded $15 mil-
lion in damages. 

Background: In 2002, the plaintiff 
was diagnosed as having antibod-
ies against the HPA-1a platelet 
while her husband was homozygous 
with HPA-1a antigen. This situa-
tion essentially rendered subsequent 

pregnancies between the two spouses 
susceptible to an extremely high risk 
of being affected with alloimmune 
thrombocytopenia, a common blood 
condition during pregnancy that 
results in a low platelet count for the 
mother and fetus. Despite this diag-
nosis, there was hope for the couple, 
as they were eligible to participate in 
a clinical research trial studying the 
prenatal treatment during pregnan-
cies. 

By signing the clinical trial’s 
informed consent form, the plaintiff 
agreed to receive randomized treat-
ment with a combination of intrave-
nous immunoglobulins (IVIG) and 
prednisone between 20-30 weeks of 
gestation. During the study, a fetal 
blood sample taken from the umbili-
cal vein would be used to determine 
the effectiveness of the treatment.

Tragically, the events that unfolded 
on the date of the procedure were not 
as planned. As per the study’s pro-
tocol, the anesthesiologist began to 
administer anesthesia to the plaintiff. 
However, shortly after administra-
tion, the plaintiff’s blood pressure (as 
measured by systolic and diastolic 
values) fell from 130 over 72 to 75 
over 34. Notwithstanding the fetus’s 

critically low blood pressure, the fetal 
blood sampling procedure began 
by insertion through the plaintiff’s 
abdomen, uterus, and umbilical cord. 
At this point, the doctors failed to 
monitor the current state of the 
fetus during the procedure. Twenty 
minutes into the procedure, the doc-
tors first took note of the fetal heart 
rate, which had slowed to an alarm-
ing 65 beats per minute, well below 
the acceptable range of 120-150. At 
that point, the treating obstetrician 
decided to perform an emergency 
c-section. 

While the c-section was successful, 
the child remained in the neonatal 
intensive care unit for treatment of 
prematurity, perinatal anoxia, and 
severe respiratory distress syndrome. 
Ultimately the child was discharged 
but was diagnosed at age 10 months 
with cerebral palsy as a result of 
the failure to monitor the fetus and 
mother adequately during the fetal 
blood sampling procedure. 

Consequently, the father and 
mother of the child brought suit as 
individuals and on behalf of their 
child against the anesthesiologist, the 
obstetrician, and the hospital. The 
plaintiffs asserted that the doctor 

$15 million awarded for fetal monitoring 
that was negligent and resulted in cerebral palsy
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overseeing the study (the obstetri-
cian) and the anesthesiologist failed 
to properly monitor the condition of 
the mother and child during blood 
sampling procedure. Additionally, the 
plaintiffs contended that both doc-
tors’ conduct fell below the required 
standard of care when they failed 
to immediately stop the procedure 
to prevent fetal anoxia and result-
ing cerebral palsy. Additionally, the 
mother of the child asserted claims 
for medical expenses, pain and suf-
fering, emotional distress, lost wages, 
and various other expenses suffered as 
a result of doctors’ conduct. 

After a two-week trial, the jury 
awarded $10 million to the child and 
$5 million to the parents against the 
medical center and the obstetrician 
and held both jointly and sever-
ally liable for the damages. The jury 
did find for the anesthesiologist. 
However, this case does not end here. 
Raising similar issues to those in the 
first case, the issue remains whether 
the judgment will be upheld based on 
the statutory caps on judgments in 
the state of Indiana. 

In 1975, Indiana was one of the 
first states to adopt medical caps on 
medical liability and the first state 
to set a cap for both economic dam-
ages (such as lost wages) and non-
economic damages (such as pain 
and suffering). While most states do 
impose caps on non-economic dam-
ages, Indiana imposes a combined 
statutory cap of $1.25 million for eco-
nomic and non-economic damages in 
medical liability suits. Because of the 
Indiana law, the obstetrician and the 
hospital cannot be held responsible 
for more than $250,000 in dam-
ages. The remaining $1 million will 
be paid from the physicians’ pooled 
insurance plan. In light of the statu-
tory damages cap, the judge likely 
will enter an amended verdict for the 
statutory cap of $1.25 million. At this 
point, the plaintiffs’ only recourse will 
be to appeal the amended judgment. 

Should the amended judgment be 
upheld on appeal, a very interesting 

responsibility might befall the citizens 
of Indiana. As presented during the 
trial, the life care plan for the child is 
expected to cost between $8 million 
and $10 million for a life expectancy 
between 50 and 60 years. Since the 
parents do not have adequate funds 
to cover current and future medical 
expenses, the child’s care will likely be 
paid for through Medicaid, funded in 
part by taxpayers in Indiana.

What this means to you: 
Although healthcare treatment in 
the United States is considered by 
most to be “state-of-the-art,” mis-
takes happen all too frequently even 
with the best medical staff available. 
Unfortunately, each year 95,000 
U.S. patients do not survive injuries 
sustained as a result of medical error, 
according to a recent study conducted 
by Harvard University. 

Medical professionals and hos-
pitals need to consider how clinical 
trials are managed in their organiza-
tions. All research studies, including 
clinical trials, must be overseen by 
institutional review boards (IRBs). 
IRBs approve research studies 
according to federal guidelines to 
protect the rights of human subjects, 
especially those in high risk catego-
ries such as pregnant women. The 
IRB will review the study protocol 
to assure that it meets the definition 
of research and shows a benefit to 
society that outweighs potential risks. 
The IRB also reviews the consent 
process for each study to ensure that 
all of the potential risks are elaborated 
upon in language that the subject can 
understand.

In this particular study protocol, 
there should have been detailed 
information on how the fetus would 
be monitored during the procedure.
Without that information, it is 
doubtful that the study would have 
passed IRB review. If there was devi-
ation from the protocol and the fetus 
was not monitored as required, the 
principal investigator and the study 
sponsor would hold various degrees 

of liability, depending on their con-
tractual agreement. In addition, an 
adverse event report would have to be 
timely filed with the Food and Drug 
Administration. 

Each organization that conducts 
its own research or allows investi-
gators to use their facilities has an 
accountable executive for research. 
Seek out that individual and ask what 
research is being conducted at your 
hospital. You might be surprised to 
find out that studies are being done 
by physicians and other profession-
als without the knowledge of the 
accountable executive or the hos-
pital’s or community’s IRB. If this 
is the case, you are likely at risk of 
additional liability including federal 
penalties.

Additionally, it is essential for 
doctors and other medical providers 
to create an ongoing dialogue with 
their legal counsel to understand how 
medical malpractice caps apply in 
their state. While many jurisdictions 
throughout the country have placed 
limits on medical malpractice recov-
ery for plaintiffs, the types of limita-
tions vary depending on the kind of 
damages sought. In medical malprac-
tice suits, a plaintiff may request eco-
nomic and non-economic damages. 

Many states throughout the 
country have passed legislation 
to place limits on the amount of 
non-economic damages a plaintiff 
may recover. In this particular case, 
Indiana has placed a limit for recovery 
for all damages, including economic 
and non-economic damages, at $1.25 
million dollars. It is critical to ask 
your in-house or outside counsel to 
explain if and how state caps apply to 
you. Doing so will ensure that you are 
adequately apprised of the financial 
risks and protections afforded to you 
by the state in which you practice. 

Reference

Case No. 82C01-0508-CT-667 
(Vanderburgh Circuit Court, Vanderburgh 
County, IN). Aug. 23, 2013. F
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