
The Joint Commission (TJC) will 
hold hospitals accountable for their 
cesarean section rates beginning 

Jan. 1, 2014, and many providers will have 
to effect an entire 
culture change within 
the obstetrical unit by 
then. Documentation 
of any cesareans will 
become especially 
important.

TJC announced 
recently that it will 
expand performance 
measurement require-
ments for accredited 
general medical/surgi-
cal hospitals from four 
to six core measure 
sets. Four of the six 
measure sets will be mandatory for all gen-
eral medical/surgical hospitals that serve 
specific patient populations addressed by 
the measure sets and related measures. The 
mandatory measure sets address acute myo-
cardial infarction (AMI), heart failure, pneu-
monia, and the Surgical Care Improvement 
Project (SCIP). These core measure sets 
are common to several federally legislated 
programs and selected most frequently by 
hospitals.

But here is the change that got everyone’s 
attention: For hospitals with 1,100 or more 
births per year, the perinatal care measure 
set will become the mandatory fifth measure 

set. TJC says it chose 
the perinatal care 
measure set because 
of the high volume of 
births in the United 
States — 4 million per 
year — and because 
it affects a significant 
portion of accredited 
hospitals. TJC will 
monitor the threshold 
of 1,100 births over 
the first four to eight 
quarters of data collec-
tion to reassess ongo-
ing applicability. TJC 

officials expect that this threshold will be 
modified over time so that more hospitals 
are included, and they strongly encourage 
hospitals to consider adopting this measure 
set before the required effective date of Jan. 
1, 2014. (See the story on p. 40 for more on the 
performance measures. See the story on p. 40 for 
more on choosing the sixth set of measures.)

Strict rules, however, might not be 
enough, says Robin Kish, MBA, BSN, RN, 
CPHQ, vice president of Marsh Clinical 
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Healthcare Consulting, in Nashville, 
TN. It might be necessary to effect a 
culture change within your hospital, she 
says. (For more advice on how to achieve 
the culture change, see the story on p. 41.)

“It’s not about just how many c-sec-
tions you do, but also the general culture 
of the staff on that unit,” Kish says. “The 
culture of the staff will be transferred to 
the patient. If the staff do not have an 
open mind with regard to vaginal births, 
the patients can pick up on that. Do you 
provide enough objective information for 
the patient to make an informed deci-
sion, or is the conversation pretty much 
swayed to c-sections?”

Voluntary at first

The perinatal measures evolved from 
just a suggestion to a requirement over 
several years. In 2007, TJC replaced the 
old perinatal requirements with a new 
set of evidence-based measures. At the 
same time, the National Quality Forum 
launched a perinatal care project, which 
resulted in the endorsement of 17 peri-
natal measures.

TJC then put together an advisory 

panel made up expert that included neo-
natologists, obstetricians, certified nurse 
midwives, and labor and delivery nurses. 
They reviewed the 17 perinatal mea-
sures, and out of those 17 they selected 
five to make up TJC’s new perinatal 
core measures: early elective delivery 
rates, first-time mother c-section rates, 
prenatal steroids given for preterm birth, 
bloodstream infections in newborns, and 
breastfeeding.

The new perinatal core measures 
were ready for hospitals to use in fall 
2009, and data collection began in April 
2010, but only 160 hospitals voluntarily 
adopted the perinatal core measures.

Several stakeholder groups encour-

aged TJC to make the perinatal core 
measures mandatory. These groups 
included the American Congress of 
Obstetricians and Gynecologists; 
the Association of Women’s Health, 
Obstetric, and Neonatal Nurses; the 
American College of Nurse Midwives; 
the American Academy of Pediatrics; 
and the Society for Maternal-Fetal 
Medicine.

TJC complied by announcing that the 
perinatal core measures would be man-
datory. This is the first time in history 
that TJC has required a core measure set 
to be mandatory for a specific scenario 
— in this case, any hospital with more 
than 1,100 births per year. (C-sections 
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Editorial Questions
Questions or comments?  

Call Greg Freeman, (770) 998-
8455.

Executive Summary
The Joint Commission (TJC) is making the perinatal core measures mandatory 
after only 160 hospitals adopted them voluntarily. The most significant effect is 
that TJC will monitor the rate of cesareans.

F This is the first time TJC has required a core measure set to be mandatory 
for a specific type of situation.
F Reducing c-section rates might require a culture change.
F Documentation of c-sections will be scrutinized more than ever.
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might be driven partly by fear of malpractice 
allegations. For more on that concern, see the 
story below.)

May require culture change

Implementing strict policies and pro-
cedures can drive down your c-section 
rate, says Gayle Somerstein, RN, BSN, 
OCN, MPH, MBA, director of nurs-
ing at South Nassau Communities 
Hospital in Oceanside, NY. South 
Nassau has been instituting some of the 
recommendations for reducing c-sec-
tion rates since 2009. Somerstein won’t 
release the hospital’s c-section rates 
because they vary among physicians.

“There has been a reduction since 
implementing these recommended 
measures, so we know that these steps 
work,” she says. “Perhaps some other 
hospitals that weren’t making this effort 

earlier will experience some culture 
shock, because it can be quite a change 
in how you’ve been doing things over 
the years.”

The initiative that had the most 
influence in reducing c-section rates 
was the scheduling process change for 
elective inductions, Somerstein says. 
“Whereas before we had less restrictive 
rules for scheduling an elective induc-
tion, we changed that policy to require a 
couple of the recommended measures in 
order to schedule an elective induction. 
It’s that elective induction between 37 
and 39 weeks that often is not success-
ful, and then you have a patient that is 
half in labor and half not and needs to 
have a c-section to have the baby suc-
cessfully.”

The risk manager should take the 
lead in promoting that culture change, 
while at the same time collecting the 

data that will show the effectiveness of 
your efforts, Kish says.

“One of the first, paramount respon-
sibilities for a risk manager is to stay 
up to date on the current literature and 
make sure that the medical staff is stay-
ing current,” Kish says. “You also need 
to start right now collecting baseline 
data on your current rates and analyze 
that data very specifically with regard to 
why the c-sections are happening.” 

SOURCES
• Robin Kish, MBA, BSN, RN, CPHQ, 
Vice President, Marsh Clinical Healthcare 
Consulting, Nashville, TN. Telephone: 
(813) 220-6868. Email: Robin.kish@marsh.
com. 

• Gayle Somerstein, RN, BSN, OCN, 
MPH, MBA, Director of Nursing, South 
Nassau Communities Hospital, Oceanside, 
NY. Telephone: (516) 632-4974. Email: 
gsomerstein@snch.org. F

The risk of malpractice allegations is 
a major barrier to reducing caesar-

ean rates, says Charles W. Fisher, JD, 
principal with the law firm of Kitch in 
Detroit. He has been involved in many 
malpractice cases regarding birth injury 
and c-sections. The Joint Commission 
is right to question the current c-section 
rate, Fisher says, but before handing out 
sanctions, they should address what pro-
tections they can put into place against 
lawsuits if doctors follow their recom-
mendations. 

Before electronic monitoring, the 
c-section rate often was quoted as being 
about 3-4%, he notes. Without scientific 
testing, it was assumed that the fetal 
monitor and c-sections would prevent 
brain damage and/or death. 

Subsequent to the influx of moni-
toring into virtually every hospital, the 
c-section rate exponentially increased to 
more than 30%, Fisher explains. Initially 
the rate might have been higher than 
necessary because of the inexperience in 
interpretation by healthcare providers. 
However, after continued refinement of 
the interpretation process, the c-section 

rate remained elevated. 
“The only explanation that really can 

be derived from this currently is that the 
threat of lawsuits causes physicians to be 
very quick to perform surgery,” Fisher 
says. “Unfortunately, neither the death 
rate nor, more particularly, the cerebral 
palsy rate has diminished.”

Research has shown that cerebral palsy 
rates have gone up in full-term infants 
over the last few years, in spite of all the 
improvements in obstetrical care and the 

high rate of c-sections, Fisher notes. One 
review of the published research con-
cluded that monitoring and emergency 
c-section does not prevent death or cere-
bral palsy. Fisher points out that in third-
world countries where c-sections rarely 
happen, those countries have the same 
rate of cerebral palsy as the United States.

“If The Joint Commission provided 
legal protection of some type on this 
issue, I would think that there would be 
a major reduction in the c-section rate,” 
Fisher says. “Unnecessary c-sections 
would not be performed, and likely the 
rate of cerebral palsy would stay the 
same.”

The challenge might be in imple-
menting standards without physicians 
feeling as if you are requiring “cookbook 
medicine” that obviates their decision 
making, Fisher says. (For more on that 
challenge, see the story on p. 40.)

As for risk managers, Fisher empha-
sizes that they should understand the 
need for accurate documentation of the 
exact reasons for c-section that fit into 
TJC criteria. 

“Establish and document the cor-

Malpractice risk drives cesarean sections

... in third world 
countries where 
c sections rarely 

happen, those 
countries have 

the same rate of 
cerebral palsy as the 

United States.
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rect findings to support the c-section 
that The Joint Commission would 
recognize as appropriate. Your docu-
mentation must meet those criteria very 
specifically,” Fisher says. “However, 
until the threat of lawsuit disappears, 
the clinician may not follow that crite-

ria, especially if they know that there 
will be a well-versed plaintiff expert 
who interprets the monitor strip differ-
ently than the defendant. Because the 
Joint Commission criteria are probably 
not admissible in court as a defense, 
this means that even if you follow the 

criteria, you cannot defend yourself with 
Joint Commission criteria in court.” 

SOURCE 
• Charles W. Fisher, JD, Principal, Kitch, 
Detroit. Telephone: (313) 965-7521. Email: 
Charles.fisher@kitch.com. F

Firm policies and procedures might 
be necessary to reduce cesarean 

rates, but resist the temptation to 
dictate every decision in the birthing 
process, says Samuel O. Southern, JD, 
an attorney with the law firm of Smith 
Moore Leatherwood in Raleigh, NC.

“The physician still has to rely on his 
best independent medical judgment as 
to what ought to be done,” Southern 
says. “You can’t have a cookbook 
medicine situation where The Joint 
Commission or any other external body 
is dictating to the physician when to do 

a c-section and when not to.”
In fact, the healthcare provider can 

be exposed to liability if it attempts to 
control the independent medical judg-
ment of the practitioner, Southern says. 
When a birth ends tragically, the hos-
pital can be held responsible if the prac-
titioner or the plaintiff can show that a 
c-section should have been performed 
but the practitioner’s hands were tied by 
overly restrictive policies, he explains.

“When there is a conflict between 
the independent medical judgment of 
the physician and the standards of The 

Joint Commission, it is my opinion that 
the opinion of the physician is going to 
govern,” Southern says. “If The Joint 
Commission says there shall be no 
c-sections before 39 weeks, the physi-
cian still has to exercise his judgment to 
determine if that is appropriate for this 
patient.”

SOURCE

• Samuel O. Southern, JD, Attorney, 
Smith Moore Leatherwood, Raleigh, NC. 
Telephone: (919) 755-8730. Email: sam.
southern@smithmoorelaw.com.  F

Avoid ‘cookbook medicine’ when reducing c-sections

The Joint Commission’s (TJC’s) 
sixth measure set (or fifth and sixth 

measure sets, for hospitals with fewer 
than 1,100 births per year) will be cho-
sen by all general medical/surgical hos-
pitals from the approved complement of 
core measure sets, according to TJC.

These sets are related to children’s 
asthma care, emergency department 
care, hospital-based inpatient psychiat-
ric services, hospital outpatients, immu-
nization, tobacco treatment, stroke, 
substance use, and venous thromboem-
bolism. TJC expects that requirements 
will increase over time, depending on 

the national healthcare environment, 
emerging national measurement pri-
orities, and hospitals’ ever-increasing 
capability to electronically capture and 
transmit data.

Hospitals must modify and update 
measure set selections two months 
before the start of data collection on 
Jan. 1, 2014. However, data received for 
the newly added measure sets and mea-
sures will not be incorporated into cal-
culations for Performance Improvement 
(PI) Standard PI.02.01.03, which 
requires that the hospital improve its 
performance on ORYX accountability 

measures, or the Top Performers on 
Key Quality Measures program until 
sufficient data are received. This will 
provide hospitals a minimum of 12 
months and up to 23 months of experi-
ence with the new measure sets before 
the data are included in performance 
calculations.

Performance measurement require-
ments for critical access hospitals and 
specialty hospitals, such as children’s 
hospitals and psychiatric hospitals, will 
continue as currently defined until other 
applicable metrics are identified and 
implemented.  F

Additional measures sets to be chosen by hospitals

This is the perinatal care measure set 
from The Joint Commission:

Set Measure ID: PC-02 Rationale: 
The removal of any pressure to not per-
form a cesarean birth has led to a sky-
rocketing of hospital, state, and national 

cesarean section rates. Some hospitals 
now have c-section rates of more than 
50%. Hospitals with c-section rates 
at 15-20% have infant outcomes that 
are just as good and better maternal 
outcomes (Gould et al., 2004). There 

are no data that higher rates improve 
any outcomes, yet the c-section rates 
continue to rise. This measure seeks 
to focus attention on the most vari-
able portion of the c-section epidemic, 
the term labor c-section in nulliparous 

TJC perinatal measure aims to reduce c-sections



April 2013 / Healthcare Risk Management ® 41

women. This population segment 
accounts for the large majority of the 
variable portion of the c-section rate and 
is the area most affected by subjectivity.

As compared to other c-section mea-
sures, what is different about NTSV 
[Nulliparous Term Singleton Vertex] c- 
section rate (Low-risk Primary c-section 
in first births) is that there are clear 
cut quality improvement activities that 
can be done to address the differences. 
Main et al. (2006) found that over 60% 

of the variation among hospitals can 
be attributed to first birth labor induc-
tion rates and first birth early labor 
admission rates. The results showed if 
labor was forced when the cervix was 
not ready the outcomes were poorer. 
Alfirevic et al. (2004) also showed that 
labor and delivery guidelines can make 
a difference in labor outcomes. Many 
authors have shown that physician fac-
tors, rather than patient characteristics 
or obstetric diagnoses are the major 

driver for the difference in rates within 
a hospital (Berkowitz, et al., 1989; 
Goyert et al., 1989; Luthy et al., 2003). 
The dramatic variation in NTSV rates 
seen in all populations studied is strik-
ing according to Menacker (2006). 
Hospitals within a state (Coonrod et 
al., 2008; California Office of Statewide 
Hospital Planning and Development 
[OSHPD], 2007) and physicians within 
a hospital (Main, 1999) have rates with 
a 3-5 fold variation.  F

There has to be engagement by the 
medical staff and leadership to 

achieve the cultural changes and initia-
tives necessary to reduce cesarean sec-
tions, says Robin Kish, MBA, BSN, 
RN, CPHQ, vice president of Marsh 
Clinical Healthcare Consulting in 
Nashville, TN.

Kish offers these tips for achieving the 
culture change:

• Stay current and up-to date on liter-
ature as the pendulum continues to swing 
regarding c-sections vs. vaginal deliveries.

• Conduct self-assessment of culture, 
protocols, and practice guidelines; review 

current data collection and any limita-
tions to data capture; assess potential 
roadblocks due to information technol-
ogy, financials, leadership abstinence, or 
other causes. 

• Educate patients, staff, and physi-
cians regarding statistics, trends, and 
legal vulnerabilities.

• Ensure sound processes for patient 
informed consent, patient choice regard-
ing delivery choices. Work with medical 
staff to develop and adopt/approve prac-
tice guidelines that are consistent with 
the American Congress of Obstetricians 
and Gynecologists (ACOG) recommen-

dations for c-sections, inductions, and 
vaginal births after cesarean (VBACs).

• Partner with local obstetrical prac-
tices to ensure adequate patient education 
for women early in the pregnancy.

• Collect and analyze data regarding 
VBACs, c-sections, inductions prior to 
39 weeks, and use of other interventions. 
Identify appropriateness and consistency 
with hospital policy, approved guidelines, 
and protocols. This would include staff 
feedback regarding physician practice 
patterns, murmurs of convenience sched-
uling, and similar issues to provide direc-
tion for further analysis as needed.  F

Engage medical leadership to change culture of c-sections

With healthcare reform efforts 
encouraging hospitals to align 

with physicians more closely, ques-
tions are arising about how to do that 
without running afoul of rules prohib-
iting kickbacks and collusion. A recent 
advisory opinion from the Department 
of Health and Human Services’ Office 
of Inspector General (OIG) addresses 
co-management for the first time and 
offers some guidance on how to struc-
ture hospital/physician arrangements 
to stay out of trouble.

Changes in the Medicare payment 
system mandate that hospitals and 
physicians align with physicians, and 
“co-management” agreements are one 
option, explains Janice Anderson, 

JD, shareholder with the law firm 
of Polsinelli Shughar in Chicago. 
Accountable care organizations 
(ACOs) are another option. “The OIG 
opinion is good news for hospitals 
making these arrangements,” Anderson 
says. “It is the first guidance that really 
addresses co-management and should 
be really helpful.”

The OIG posted Advisory Opinion 
No. 12-22 to address a co-manage-
ment arrangement between a hospital 
and physicians that is designed to align 
incentives by offering compensation 
based on quality, service, and cost-
saving measures. The OIG concluded 
that the arrangement could constitute 
improper payment to reduce or limit 

services or induce referrals, warrant-
ing civil monetary penalties or Anti-
Kickback Statute sanctions; however, 
the OIG would not impose any sanc-
tions due to several safeguards in the 
arrangement.

Co-management arrangements are 
frequently used to align and reward 
physicians for assisting the hospital 
in managing a service line and often 
include incentive compensation to 
improve the service line’s quality 
and efficiency, Anderson explains. 
Although co-management arrange-
ments are widely used in the industry, 
and the OIG has previously opined on 
numerous gainsharing arrangements, 
Advisory Opinion No. 12-22 marks 

Co-management with doctors is difficult arrangement
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the first time that the OIG evaluated a 
co-management arrangement, she says. 
(See the story on p. 43 for the arrange-
ment behind the decision.)

“Risk managers need to know that, 
as with any hospital arrangement, 
there are fraud and abuse issues to 
be concerned about,” Anderson says. 
“Co-management definitely raises sev-
eral issues that need to be addressed.”

The advisory opinion provides 
hospitals and physicians with helpful 
guidance as to the OIG’s view of co-
management arrangements, although 
only the requestor can rely upon it for 
protection, Anderson says. Of impor-
tance to its analysis, the OIG empha-
sized safeguards that have long been 
recognized as important to protect any 
type of quality or efficiency payment 
made by hospitals to physicians. (Some 
safe harbors do not apply, according to the 
OIG. See the story on p. 43 for more on 
that issue.)

These safeguards include, among 
others:

• independent monitoring to ensure 
that no inappropriate changes occur to 
quality or referral patterns and that no 

inappropriate reduction in care occurs;
• payments that are deemed fair 

market value based on the services ren-
dered by the physicians;

• transparency in the metrics chosen;
• metrics that reward improvement 

and not just maintenance of previous 
levels of achievement;

• continued access by the physi-
cians to the full panoply of treatment 
options, 

• reasonable limitation in the dura-
tion of the arrangement.

“Be aware that an advisory opinion 
only protects the party that obtained 

the opinion, so this isn’t something 
that you can rely on as actual protec-
tion in these arrangements,” Anderson 
says. “But it’s helpful in giving you an 
idea of where the OIG is heading in 
this area and what they are thinking 
about how to interpret these situa-
tions.”

SOURCE

• Janice Anderson, JD, Shareholder, 
Polsinelli Shughart, Chicago. Telephone: 
(312) 873-3623. Email: janderson@ 
polsinelli.com.  F

Executive Summary
The Health and Human Services’ Office of Inspector General (OIG) released 
an advisory opinion regarding co-management arrangements between 
hospitals and physicians. The scenario in question could constitute improper 
payment, but the parties might be protected by certain safeguards in the ar-
rangement.
F Technically, the OIG opinion only applies to the hospital that posed the 
question, but the opinion provides guidance to other hospitals. 
F The OIG was concerned that the cost savings component of the arrange-
ment might induce the parties to reduce or limit services.
F The opinion marks the first time that the OIG evaluated a co-management 
arrangement.

Janice Anderson, JD, shareholder with 
the law firm of Polsinelli Shughar in 

Chicago, provides this explanation of the 
situation prompting a recent Office of 
Inspector General (OIG) opinion regard-
ing co-management:

The provider requesting the advisory 
opinion was a large, rural acute care hos-
pital that operates four provider-based 
cardiac catheterization laboratories on the 
hospital’s main campus. The labs are the 
only of their kind within a 50-mile radius 
of the hospital. The hospital bills for and 
collects all non-professional fees gener-
ated by the labs and also supplies space, 
nonphysician staff, and equipment. The 
hospital entered into a co-management 
agreement with a group of physicians 
consisting of 18 full-time physicians, six 

of whom perform procedures at the labs. 
The group bills Medicare Part B and other 
payers for professional services provided by 
its physicians. Furthermore, the group is 
the sole cardiology group on the hospital’s 
staff, only provides cardiac catheterization 
services at the labs, and refers patients to 
the hospital for inpatient and outpatient 
procedures.

Under the three-year co-management 
agreement, the hospital pays the group for 
management and medical direction services 
provided at the labs. Payment consists of 
two parts:

• a guaranteed, fixed payment;
• a capped non-guaranteed annual 

performance-based payment.
The hospital certified that these pay-

ments are consistent with fair market 

value. As a prerequisite to receiving the 
performance payment, the group must not 
“stint” on care provided to patients, increase 
referrals to the hospital, cherry-pick healthy 
patients or patients with desirable insur-
ance, or accelerate patient discharges. 
Furthermore, the group has agreed it will 
distribute any revenue derived from the 
agreement that results in paid dividends 
according to each shareholder’s pro rata 
ownership share in the group.

The performance payment is based 
on several factors in the labs, including 
hospital employee satisfaction, patient 
satisfaction, quality of care improvement, 
and implementation of measures to reduce 
costs of procedures performed. Many 
of the factors trigger payment if certain 
achievement levels are met, with higher 

Rural hospital operated catheterization labs 
Co-management with physician group was in question
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payments resulting from higher levels of 
achievement. The two satisfaction mea-
sures are primarily determined by patient 
and employee survey results. The quality-
based measures are based on national 
quality standards, and the hospital’s 
performance is measured against that of 
other hospitals nationally. Finally, the cost 
savings measures are based on reductions 
in cardiac catheterization cost per case and 
average contrast cost per case.

The hospital certified that it purchases 
clinically safe and effective supplies based 
on patient care interests. However, the 
hospital reduces costs, in part, by contract-
ing with a single vendor for certain supplies 
to obtain a competitive price and by reduc-
ing waste of certain supplies by restricting 
them to an “as-needed” basis. Despite 
these measures, no physician is prohibited 
from requesting certain supplies neces-
sary to address a particular patient’s needs. 
Furthermore, to protect against inappro-
priate reductions in services, the hospital 
based its cost-saving measures on clinical 
outcomes and uses internal and third-party 
review of the labs’ data related to the per-
formance payment.

In assessing the hospital’s liability 
under the Civil Monetary Penalties 
(CMP) Law based on a finding that the 
arrangement led to the reduction or limi-
tation of care, the OIG concluded that 
only the cost-savings component of the 
performance-based payment could con-
stitute an improper payment, thus finding 
that patient satisfaction and quality mea-
sures, as defined in the co-management 
agreement, did not implicate the CMP 
Law. However, the OIG was concerned 
that the cost savings component might 
induce the group to reduce or limit ser-
vices, given the standardization of, and 
limitation on, devices and supplies.

Despite this concern, the OIG con-
cluded that it would not impose any pen-
alties, because the arrangement provided 
following safeguards which the OIG 
determined to be sufficient to prevent any 
unlawful inducement to reduce or limit 
care.

The hospital implemented internal and 
external monitoring of performance to 
protect against inappropriate reductions or 
limitations in patient care, Anderson says.

The tiered performance payment 

structure, allowing the group to earn an 
increasing incentive amount based on 
achieving minimum, target or maximum 
measures, provided the group general 
flexibility to use cost-effective yet clinically 
appropriate supplies, but did not disincen-
tivize physicians from requesting costlier 
supplies based upon patient need.

The annual performance payment was 
capped, and the arrangement was limited 
to three years. The agreement conditioned 
the performance payments on the hospi-
tal’s determination that the physicians had 
not engaged in any inappropriate practices 
that could lead to a violation of the CMP 
Law, such as, “stinting on care.” The OIG 
noted, however, that this safeguard alone 
would not have been sufficient to avert 
sanction.

The OIG also evaluated whether the 
arrangement triggered sanctions under the 
Anti-Kickback Statute, because the group 
might be encouraged to admit federal 
health care program beneficiaries to the 
hospital given that the physicians would 
be receiving payments from the hospital 
in addition to reimbursement for profes-
sional services.  F

In the recent Office of Inspector General 
(OIG) opinion regarding co-manage-

ment, the OIG noted that the arrangement 
was not protected by any Anti-Kickback 
Statute safe harbor because the aggre-
gate payment to the group was not set in 
advance, explains Janice Anderson, JD, 
shareholder with the law firm of Polsinelli 
Shughar in Chicago.

Despite the arrangement failing to 
meet a safe harbor, however, the OIG 
concluded that it would not impose any 
Anti-Kickback Statute sanctions for several 
reasons:

• The hospital certified that payments 

made to the group were based on a fair 
market valuation and were provided in 
exchange for a substantial amount of ser-
vices.

• Payments to the group did not vary 
with the number of patients treated by the 
group, so there was no financial incentive 
for the group to increase patient referrals.

• It was unlikely that the hospital was 
compensating the group for referrals to the 
labs because the labs were in a rural area 
where no competing services were available 
within a 50-mile radius, and the group’s 
physicians already performed all of their 
cardiac catheterization procedures at the 

labs.
• The agreement reflected a defined 

quality component, with measures based 
upon nationally recognized standards and 
supported by particular actions.

• The measures represented specific 
changes in the labs’ procedures, which the 
group’s physicians were responsible for 
implementing.

• Payments could not be earned, even 
at the minimum level, unless there was 
improvement over the baseline measure.

• The agreement was a written agree-
ment with a three-year term and thus was 
limited in duration.  F

Kickback safe harbor doesn’t apply with co-management

Hospital pays $12.5M to resolve kickback allegations

The Cooper Health System in 
Newark, NJ, has agreed with the 

U.S. Attorney’s Office for the District 

of New Jersey and the state of New 
Jersey to pay $12.6 million to settle 
allegations that it violated the federal 

False Claims Act and New Jersey False 
Claims Act by making improper pay-
ments to physicians under so-called 
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“consulting” and “compensation” 
agreements as it sought to build its car-
diology program.

U.S. Attorney Paul J. Fishman, JD, 
and colleagues announced the settle-
ment. 

“Payments to outside physicians 
by hospitals require heightened scru-
tiny because those payments may be 
improper if they are based on patient 
referrals,” Fishman said. “Such kick-
back arrangements interfere with the 
physician-patient relationship and can 
lead to problems of overutilization and 
increased costs. Federal healthcare 
participants, such as Cooper, who run 
afoul of the prohibitions against kick-
backs must be held responsible.”

The United States and New Jersey 
contend that from Oct. 1, 2004, 
through Dec. 31, 2010, Cooper 
recruited local outside physicians to 
serve on the Cooper Heart Institute 
Advisory Board (CHIAB). Physicians 
were paid about $18,000 a year to 
attend four meetings annually. The 
United States and New Jersey allege 

that at least one purpose of these pay-
ments was to induce the referral of 
patients to Cooper, that the payments 
did, in fact, induce such referrals to 
Cooper, and that Cooper’s subsequent 
billing of the Medicare and Medicaid 
programs for services resulting from 
those tainted referrals were in violation 
of federal and state anti-kickback and 
self-referral laws and thus, false claims.

The civil settlement agreement is 
between:

• the United States of America 
— acting through the United States 
Attorney’s Office for the District of 
New Jersey and on behalf of the Office 
of Inspector General of the United 
States Department of Health and 
Human Services (HHS OIG); 

• the state of New Jersey;
• the Cooper Health System. 
In resolution of the federal and state 

civil claims, Cooper has agreed to pay 
$10.2 million to the United States and 
$2.3 million to the state of New Jersey. 
Cooper has further enacted and agreed 
to maintain several corporate reforms 

designed to enhance accountability, 
training, and other aspects of its com-
pliance operations.

The settlement resolves a False 
Claims Act suit by a physician who 
was recruited to take part in the 
CHIAB, but, instead, recognizing its 
potentially unlawful purpose, demurred 
and filed a whistleblower — “qui 
tam” — action. The qui tam provi-
sions of the federal and state False 
Claims Acts permit private individuals, 
known as relators, to file such actions 
and share in a portion of the proceeds 
recovered. The full settlement agree-
ment is online at http://tinyurl.com/
CooperSettlement.

Cooper University Hospital issued 
a statement saying, “After more than 
three years of extended discussions 
with government lawyers, we decided, 
in the best interests of Cooper, to settle 
our dispute without the admission of 
wrongdoing to avoid the burdens and 
uncertainties of a protracted litigation. 
This allows us to focus our full energies 
on serving our community.”  F

In a motion for leave to file an amicus 
brief, the Association of American 

Physicians and Surgeons (AAPS) has 
told a court that the criminalization of 
language used in medical reports will 
have a profoundly chilling effect on the 
practice of medicine.

In November 2012, John Natale, 
MD, of Chicago, a cardiothoracic and 
vascular surgeon, went to federal prison 
on charges related to difficult, life-saving 
operations on several patients performed 
nearly 10 years ago. The patients survived 
and did well despite an expected mortal-
ity of 90%.

Natale was accused of Medicare 
fraud because of billing under a CPT 
procedure code allegedly representing a 
more complex operation than the one he 
did. He was acquitted by the jury on all 
counts related to fraud. He was, how-

ever, convicted on two counts of making 
“false statements,” and Judge Rebecca 
Pallmeyer, JD, decided a prison sentence 
was needed to send a message to all phy-
sicians about the importance of accurate 
reporting for the financial stability of the 
Medicare program, explains Jane M. 
Orient, MD, AAPS executive director.

Natale routinely worked from 5:30 
a.m. until late at night, and he habitu-
ally was behind in dictating his operative 
reports. He incorrectly stated that he had 
used a bifurcation or Y-graft in repairing 
an abdominal aortic aneurysm, instead of 
the straight tube graft used. This state-
ment made no difference in the billing, 
and there was no evidence that Natale 
“knowingly” and “willfully” made a false 
statement to violate the law, Orient says.

The government refused consent for 
AAPS to file the brief; hence there was a 

need for a motion to the court to accept 
it.

AAPS argues that the trial court erred 
in expanding the statute far beyond its 
legitimate scope, sweeping in misstate-
ments “lacking materiality, lacking fraud, 
and lacking any proof of willfulness.” 
In other words, there was no proof of a 
mens rea, or criminal intent. “False state-
ments can be found in any voluminous 
body of work, but that does not make 
them federal crimes,” Orient says.

It is unprecedented to hold medi-
cally imprecise, disfavored, or even false 
statements in an operative report to be 
a crime in the absence of billing fraud, 
AAPS notes in the brief. To do so “is a 
breathtaking expansion in government 
interference with medical practice, and 
the resultant chilling effect is detrimental 
both to efficiency and to the ability of 

Misstatement in operative report not 
a crime, doctors’ group tells court
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physicians to speak freely about their own 
work.”

AAPS is asking the Court of Appeals 
for the Seventh Circuit to reverse the 

conviction.

SOURCE
• Jane M. Orient, MD, Executive Director, 

Association of American Physicians and 
Surgeons, Arlington, VA. Telephone: (520) 
323-3110. Email: janeorientmd@gmail.
com.  F

A family from Hampton Township, 
a Pittsburgh suburb, announced 

recently that they intend to file a claim 
against the United States Department 
of Veterans Affairs as a result of a death 
from Legionnaires’ disease. 

William E. Nicklas, 87, died from 
Legionnaires’ disease on Nov. 23, 2012, 
at the VA Hospital in Pittsburgh, 
which is operated by the VA Pittsburgh 
Healthcare System. Five patients had 
contracted the disease at the hospital in 
November, with Nicklas being the only 
fatality.

Harry S. Cohen, JD, attorney for the 
family, says he served the United States 
government with notice form to present 
a claim against the VA under the Federal 
Tort Claims Act, and the federal govern-
ment will have six months to investigate 
and respond and/or settle the claim 
before his firm is permitted by law to ini-
tiate a lawsuit in the U.S. District Court 
for the Western District of Pennsylvania.

“Based on information we’ve obtained, 
this death was very preventable,” Cohen 

says. “It appears as though the VA 
Hospital failed to properly maintain its 
water systems, despite recurring illnesses 
at the hospital and despite warnings from 
experts.”

Nicklas had been in good health until 
first being admitted to the VA Hospital 
in early October 2012 for shortness of 
breath, Cohen says. He was admitted for 
two days and discharged with instructions 
to follow up with his doctor. In the weeks 
that followed, Nicklas visited with his 
doctor, and a beta blocker was prescribed. 
After a few days of taking the medication, 
he became nauseated and dehydrated. 
On Nov. 1, 2012, he returned to the VA 
Hospital, where he was admitted and 
treated for dehydration. He was recover-
ing, but on Nov. 17 problems developed 
with his kidneys, liver, and blood.

The family was informed on the same 
day that Nicklas had developed an infec-
tion, and on Nov. 21 they were told that 
he had contracted Legionnaires’ disease. 
Nicklas’ physical and mental condition 
deteriorated rapidly, until his death two 

days later. Legionnaires’ disease is a type 
of pneumonia caused by breathing in 
water tainted by Legionella bacteria.

U.S. Sen. Bob Casey (D-PA) is one 
of several officials who have expressed 
outrage over the continuing occurrences 
of Legionnaires’ disease at the Pittsburgh 
VA Hospital. On Dec. 6, 2012, in a letter 
to VA Secretary Eric K. Shinseki that 
was made public by Sen. Casey’s office, 
Sen. Casey said, “The fact that there 
has been at least one confirmed death 
connected to this recent outbreak and 
the continued investigation of further 
illness is both tragic and deeply disturb-
ing. These men and women have made 
extraordinary sacrifices for our nation, 
yet we have failed in our duty to provide 
them with the quality of care that they 
have earned and deserve.”

SOURCE
• Harry S. Cohen, JD, Partner, Harry S. 
Cohen & Associates, Pittsburgh. Telephone: 
(412) 281-3000. E-mail: hcohen@ 
medmal1.com.  F

Pittsburgh VA hospital facing 
lawsuit for Legionnaires’ death

Washington State surgeons recently 
announced standardized guide-

lines for preoperative care in the form of 
pre-surgical checklists and tools available 
to all surgeons to use in their offices or by 
patients at home to ensure that the health 
of patients is optimized before surgery. 

The Strong for Surgery checklists 
assess whether patients have modifiable 
risks for surgery and then offer a set of 
interventions to reduce the risk before 
hospitalization. They address four tar-
get areas: nutritional support to prevent 
infections, reducing cigarette smoking, 

reviewing and coordinating potentially 
dangerous medications, and improving 
diabetes care before surgery.

Nearly one-third of hospitalized 
patients experience adverse events related 
to their care, and far too often these 
events are preventable. While quality 
improvement initiatives have made sur-
gery safer and have achieved improved 
outcomes, they usually focus on the care 
of patients once they enter the hospital. 
Strong for Surgery provides the opportu-
nity for early intervention to reduce risks 
prior to hospitalization.

“Strong for Surgery takes the idea of 
checklists and moves them to where deci-
sions are being made before the patient 
gets to the hospital,” says Tom Varghese, 
MD, who is leading Strong for Surgery. 
Varghese is an associate professor in the 
Department of Surgery at the University 
of Washington and the director of the 
thoracic surgery program at Harborview 
Medical Center, both in Seattle. “Putting 
the checklist in every doctor’s office across 
the state takes the focus of surgical safety 
beyond the operating room,” he says. 
“Surgical preparedness now becomes part 

Washington surgeons set new guidelines for patient safety
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of the basic conversation about planning 
for surgery, and the patient shares in that 
process. It empowers patients.”

Strong for Surgery is a public health 
campaign that engages doctors, nurses, 
other clinical staff and, most impor-
tantly, patients and their families to make 
Strong for Surgery checklisting universal. 
Free Implementation Guides to assist 

hospitals, clinics, and doctor’s offices in 
successfully implementing the Strong for 
Surgery checklists are available on the 
website at www.strongforsurgery.org. 
The Implementation Guide contains 
all of the Strong for Surgery checklists 
and all of the accompanying resources, 
references, forms, and other supporting 
materials. (Click on “Clinicians, Learn 

More About Optimizing Health Prior to 
Surgery,” then on the left side of the page, 
select “Request the Implementation Guide.”) 
There is a specific section on the web-
site for patients, so that individuals may 
download the checklists and bring them 
to their doctor’s office to ensure that 
any areas of concern are reviewed and 
addressed.  F

When doctors, nurses, and other 
hospital operating room staff fol-

low a written safety checklist to respond 
when a patient experiences cardiac 
arrest, severe allergic reaction, bleed-
ing followed by an irregular heartbeat, 
or other crisis during surgery, they are 
nearly 75% less likely to miss a critical 
clinical step, according to a new study 
funded by the Agency for Healthcare 
Research and Quality (AHRQ).

While the use of checklists is rapidly 
becoming a standard of surgical care, 
the impact of using them during a sur-
gical crisis has been largely untested, 
according to the study published in 
the Jan. 17 issue of The New England 
Journal of Medicine.

“We know that checklists work to 
improve safety during routine surgery,” 
said AHRQ Director Carolyn M. 

Clancy, MD. “Now, we have compel-
ling evidence that checklists also can 
help surgical teams perform better dur-
ing surgical emergencies.”

For this randomized controlled trial, 
investigators simulated multiple operat-
ing room crises and assessed the ability 
of 17 operating room teams from three 
Boston area hospitals — one teaching 
hospital and two community hospi-
tals — to adhere to life-saving steps for 
each simulated crisis. In half of the crisis 
scenarios, operating room teams were 
provided with evidence-based, written 
checklists. In the other half of crisis sce-
narios, the teams worked from memory 
alone. When a checklist was used dur-
ing a surgical crisis, teams were able to 
reduce the chances of missing a life-sav-
ing step, such as calling for help within 
one minute of a patient experiencing 

abnormal heart rhythm, by nearly 75%, 
the researchers said.

Examples of simulated surgical 
emergencies used in the study were 
air embolism (gas bubbles in the 
bloodstream), severe allergic reaction, 
irregular heart rhythms associated with 
bleeding, or an unexplained drop in 
blood pressure. Each surgical team 
consisted of anesthesia staff, operating 
room nurses, surgical technologists, and 
a mock surgeon or practicing surgeon. 

Hospital staff who participated in 
the study said the checklists were easy 
to use, helped them feel more prepared, 
and that they would use the checklists 
during actual surgical emergencies. In 
addition, 97% of participants said they 
would want checklists to be used for 
them if a crisis occurred during their 
own surgery.  F

Standard written checklists can improve
patient safety during a surgical crisis, study says

Of the hundreds, if not thou-
sands, of patient safety strategies 

employed at hospitals across the country, 
the Agency for Healthcare Research and 
Quality (AHRQ) has released a report 
identifying the top 10 patient safety 
strategies that can be implemented 
immediately by healthcare providers.

Based on an assessment of evidence 
about patient safety interventions, the 
report finds that these 10 strategies, if 
widely implemented, have the potential 
to vastly improve patient safety and 

save lives in U.S. healthcare institu-
tions. Making Health Care Safer II: 
An Updated Critical Analysis of the 
Evidence for Patient Safety Practices 
assesses the evidence for 41 patient 
safety strategies and most strongly 
encourages adoption of the top 10. The 
strategies can help prevent medication 
errors, bedsores, healthcare-associated 
infections, and other patient safety 
events. 

“We have the evidence to show what 
really works to make care safer,” AHRQ 

Director Carolyn M. Clancy, MD, 
said in announcing the report. “Armed 
with this knowledge about what works 
and how to apply it, we can continue 
to advance our efforts to ensure patient 
safety.”

The new report emphasizes evidence 
about implementation, adoption, and 
the context in which safety strategies 
have been used. This evidence helps 
clinicians understand what works, how 
to apply the strategies, and under what 
circumstances they work best so they 

Checklists, hand hygiene cited as top safety strategies
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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

Do you have time to sort through 
the interpretive guidelines from 

the Centers for Medicare and Medicaid 
Services (CMS) for the Conditions of 
Participation (CoPs) regarding anesthesia 
and sedation? The manual is hundreds 
of pages. Do you know what documents 
surveyors are looking for when they come 
to your facility, and do you know what 
questions they will ask? Most of the most 
recent changes are effective immediately. 

Help is on the way. AHC Media, 
publisher of Healthcare Risk Management, 
has published “Cracking the Code: 
Understanding the CMS Hospital CoP 
Standards on Anesthesia,” which explains 

the anesthesia standards and PACU stan-
dards. The chapters are organized in the 
order in which the anesthesia standards 
are contained in the hospital CoP manual. 
Our book covers anesthesia services, 
organization and staffing, preanesthesia 
evaluations, the intraoperative anesthesia 
record and required policies and proce-
dures, and post-anesthesia assessments. 
We include hundreds of pages of policies 
and procedures and other informative 
practical material you can start using 
immediately. The book offers 4.5 hours of 
continuing nursing education. For more 
information on this book, go to http://bit.
ly/118jCoT.  F

Helping you understand 
CoP anesthesia standards

F Do you have the right insurance broker? 

F Reducing falls one unit at a time

F Sharpen your RCA skills

F The courses you should be taking

can be adapted to local needs. Many of 
the strategies already are widely in use, 
and some are based on CDC guidelines. 
Others have shown great promise, but 
remain uncommon in practice. The 
report also identifies gaps where more 
research can further advance patient 
safety.

The entire report, including evidence 
reviews for all 41 patient safety strate-
gies, can be found at http://1.usa.gov/
YKJXBV. 

The new report was prepared by 
AHRQ Evidence-based Practice 
Centers at the RAND Corp., the 
University of California, San Francisco/
Stanford University, Johns Hopkins 
University, and ECRI Institute, with 
input and recommendations from a 
team of patient safety experts.

These are the recommended patient 
safety strategies:

• preoperative checklists and anesthe-
sia checklists to prevent operative and 

postoperative events;
• bundles that include checklists to 

prevent central line-associated blood-
stream infections;

• interventions to reduce urinary cath-
eter use, including catheter reminders, 
stop orders, or nurse-initiated removal 
protocols;

• bundles that include head-of-bed 
elevation, sedation vacations, oral care 
with chlorhexidine, and subglottic-
suctioning endotracheal tubes to prevent 
ventilator-associated pneumonia;

• hand hygiene;
• the do-not-use list for hazardous 

abbreviations;
• multicomponent interventions to 

reduce pressure ulcers;
• barrier precautions to prevent 

healthcare-associated infections;
• use of real-time ultrasonography for 

central line placement;
• interventions to improve prophy-

laxis for venous thromboembolisms.  F
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1. According to The Joint 
Commission, which hospitals are 
now responsible for complying with 
the perinatal care measure set?
A. All hospitals
B. Hospitals with 1,100 or more 
births per year 
C. Hospitals in which obstetrics 
represent more than 51% of patient 
care
D. Hospitals with 500 or more 
births per year

2. In Advisory Opinion No. 12-22, 
what does the Office of Inspector 
General (OIG) say about a co-
management arrangement between 
a hospital and physicians?
A. The arrangement could consti-
tute improper payment to either 
reduce or limit services or induce 
referrals, but the OIG would not 
impose any sanctions due to several 

safeguards in the arrangement.  
B. The arrangement would not 
constitute improper payment to 
either reduce or limit services or 
induce referrals.  
C. Although the arrangement 
would constitute improper pay-
ment to either reduce or limit 
services or induce referrals, a safe 
harbor in the Stark anti-kickback 
law applies. 
D. The arrangement would violate 
the Stark anti-kickback law, and 
OIG would impose sanctions.

3. What was one positive aspect of 
the co-management agreement 
cited by the OIG?
A. Physicians were not compen-
sated for their management duties.
B. The hospital did not benefit 
financially from the arrangement.
C. Patients were allowed to opt-

out of care provided under the 
arrangement.
D. The hospital certified that pay-
ments made to the group were 
based on a fair market value valua-
tion and were provided in exchange 
for a substantial amount of services. 

4. In the case of John Natale, MD, of 
Chicago, a cardiothoracic and vas-
cular surgeon sentenced to prison 
for making false statements, why 
does the Association of American 
Physicians and Surgeons say the 
verdict was improper?
A. The statements lacked criminal 
intent. 
B. The statements were made 10 
years ago.
C. The physician had no recollec-
tion of making the statements.
D. The records were inconsistent 
regarding the statements.
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News: A 52-year-old patient 

underwent bariatric surgery at the 
defendant hospital. Prior to surgery, 
the patient’s weight exceeded 500 
pounds. Approximately seven months 
after surgery, the patient presented 
to the defendant hospital with com-
plaints of fevers and significant weight 
loss. Although the hospital’s doctor 
recommended a CT, the test was not 
performed, as the doctors believed the 
patient’s weight exceeded the toler-
ance of the machine that performed 
the test. A suit was filed against the 
hospital’s operator, the United States 
of America. The plaintiffs claimed 
the doctors failed to properly perform 

the bariatric surgery, failed to perform 
proper post-surgical treatment, that the 
failures constituted malpractice, and 
that the United States of America was 
vicariously responsible for the doctors’ 
actions. The patient died after the suit 

was filed, and his estate continued the 
suit on his behalf. Following a bench 
trial, the estate was awarded $5.9 mil-
lion.

Background: On April 28, 2003, 
the 52-year-old patient, a taxi driver, 
underwent Roux-en-Y gastric bypass 
surgery at the defendant hospital. 
The surgery involves stapling of the 
stomach. During the procedure, the 
stomach’s functional area is reduced, 
and the smaller usable stomach restricts 
the intake of food. The patient’s surgery 

included removal of the distal region, 
the area eliminated by the stapling pro-
cedure. Following the procedure, the 
patient was hospitalized until May 14, 
2003. 

During the four weeks following 
hospitalization, the patient experienced 
fevers and significant weight loss. He 
thereafter presented to the hospital 
with complaints of the same, and the 
doctor ordered a CT be performed. 
Despite the order, the test was not 
performed, as the patient’s pre-surgical 
weight exceeded 500 pounds, and the 
doctors believed the patient’s weight 
exceeded the tolerance of the machine 
that performed the CT. 

On Nov. 24, 2003, a CT revealed an 
abscess of the patient’s stomach. The 
doctors determined that the abscess 
was allowing the leakage of gastric flu-
ids. The patient claimed that the leak 
caused an extensive infection, which led 
to residual effects. 

The patient sued the hospital’s 
operator, the United States of America, 
alleging the agency’s doctors failed to 
properly perform the Roux-en-Y sur-
gery. The patient further claimed that 
the doctors failed to perform proper 
post-surgical treatment and that the 
failures constituted malpractice. The 
patient also claimed that the United 
States of America was vicariously liable 
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$5.9 million for failure to diagnose 
complications after bariatric surgery
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for the doctors’ actions.
The patient died after the suit was 

filed, and his wife continued the law-
suit on his behalf. During a bench 
trial, plaintiff’s counsel claimed the 
doctors should not have removed the 
distal region of the patient’s stomach. 
They contended that bariatric surgery 
might cause complications that neces-
sitate the provision of supplemental 
nutrition, typically provided via a tube 
placed in the stomach’s distal region. 
When nutrition is instead provided by 
intravenous catheter, the method cre-
ates an unnecessary risk of infection. 
Plaintiff’s counsel claimed that follow-
ing surgery, the patient received nutri-
tion via an intravenous catheter, which 
subsequently caused the infection. They 
further claimed the patient’s death was 
a result of an abscess of his brain, which 
was caused by the pre-existing infec-
tion.

Plaintiff’s counsel also claimed that 
the hospital’s staff failed to timely diag-
nose the infection. They contended 
the patient’s post-surgical symptoms 
suggested the possibility of an infection, 
and a promptly performed CT would 
have allowed effective treatment of the 
patient’s infection. Plaintiff also pro-
duced witnesses that testified that the 
defendant hospital’s testing equipment 
would have accommodated the patient’s 
weight. 

Defense counsel claimed that the 
surgery was properly performed, that 
the complications were common risk 
factors of the surgery, and that the 
patient did not develop the first abscess 
until November 2003. 

The patient was survived by his wife 
and three children. The presiding judge 
found that the defendant hospital’s staff 
departed from accepted standard of care 
and that the patient suffered resultant 
fatal effects. The patient’s estate was 
awarded $5.9 million.

What this means to you: Weight-
loss surgery is suitable for people who 
are severely overweight and who have 
not been able to lose weight with diet, 
exercise, or medication.

In 2003, at the time of this event, 
bariatric surgery was a well-known 
and well-published surgical specialty, 
in which significant weight reduc-
tion in morbidly obese individuals was 
achieved. One of the procedures devel-
oped in the field of bariatric surgery is 
the Roux-en-Y gastric bypass. Here, 
the surgeon creates a pouch by stapling 
the upper stomach and attaches it to 
the small intestine. The small pouch 
causes reduced intake and less digestion 
of food. The procedure creates a direct 
connection from the stomach to the 
lower segment of the small intestine, 
thus bypassing portions of the digestive 
tract that absorb calories and nutrients. 
This mechanism of digestion might or 
might not require nutritional and vita-
min supplementation; however, because 
this patient had a prolonged hospital-
ization, the lack of supplementation 
might be of some significance in the 
outcome.

Roux-en-Y gastric bypass has gained 
popularity given the relatively few 
complications involved. However, risks 
common to all surgeries for weight 
loss include infection of the incision 
and leakage from the stomach into the 
abdominal cavity, or where the intestine 
is connected, as seen in this case.

Of particular concern in this case 
was the lengthy hospitalization after 
the initial surgery. Depending on the 
approach to the surgery, either opened 
or laparoscopic, recovery time is quick 
and usually consists of a two-day 
hospitalization. It is unclear from the 
summary what caused this prolonged 
hospitalization. This prolonged hospi-
talization might have predisposed the 
patient to an untoward outcome. That 
being said, once the patient returned to 
the hospital with signs and symptoms 
of an infection, a known risk of this 
procedure, action should have been 
taken to determine the cause. A CT 
scan is a reasonable diagnostic test to 
determine a differential diagnosis. 

Because the physicians did not think 
the patient would fit into the CT scan-
ner, it was not performed. As per the 
facts of the case, the patient experienced 

significant weight reduction in the 
subsequent weeks after the surgery; 
however, the exact patient weight is 
not indicated. It would be important 
to know the patient’s weight to make 
a determination if the patient could 
be scanned on the hospital machine. 
According to the case summary, a 
witness testified that the hospital’s 
equipment would be able to accom-
modate this patient. In the past, most 
CT scanners could accommodate up 
to approximately 350 pounds, and bar-
iatric scanners could accommodate 400 
pounds or greater. Modern technology 
allows us to scan patients with a much 
larger body habitus. If an appropriate 
scanner was not available, the patient 
would require a transfer to another 
facility that could accommodate his 
needs. 

Moreover, it does not appear that 
physicians considered other diagnostic 
modalities such as an upper GI series 
or upper endoscopy, which also could 
have illustrated a gastric leak. Had this 
abscess been identified and localized 
earlier, aggressive measures could have 
been taken to reduce the risk of addi-
tional morbidities associated with this 
surgical procedure. 

In conclusion, if a hospital decides 
to offer bariatric surgery as a surgi-
cal option to its community, then it is 
incumbent upon the hospital’s adminis-
tration to ensure there is comprehensive 
credentialing of the surgeons, proper 
placement of adequate professional 
liability insurance with compliance to 
all requirements, highlighted clinical 
staff training in caring for patients post-
operatively, training in cultural diversity 
when dealing with “patients of size,” 
and most importantly the availability 
of diagnostic equipment and resources 
to accommodate the needs of patients 
who undergo bariatric surgery. To do 
otherwise would the leave institution 
vulnerable to malpractice and other 
types of litigation. 

Reference
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News: In 2004, a 15-year-old boy 
underwent brain surgery to elimi-
nate epileptic seizures initiating from 
the right side of his brain. Doctors 
removed tissue from the left side of 
the brain before realizing their mistake 
and operating on the right side of the 
child’s brain. The hospital did not 
disclose the fact that brain tissue was 
removed from both sides of the brain 
to the child’s parents. When the child’s 
parents were informed of the surgical 
mistake, they sued the hospital. After a 
long and drawn-out series of trials and 
appeals, a $20 million jury award was 
upheld by the state supreme court.

Background: On Aug. 2, 2004, 
a 15-year-old boy with a history of 
epileptic seizures underwent brain sur-
gery to remove a right-temporal-lobe 
lesion. Local reporters were invited to 
the hospital to take photographs and 
observe the surgery. The typical pre-
procedural measures were not taken 
to verify the correct type of procedure, 
which include marking the procedure 
site. Because of this omission, brain tis-
sue was removed by surgeons from the 
wrong side of the brain. The hospital 
staff realized the error and then oper-
ated on the correct side of the patient’s 
brain. 

According to the plaintiffs’ claim, 
the neurosurgeon first began surgery 
on the left side of the brain by remov-
ing and damaging portions of the hip-
pocampus, left amygdala, and other 
left-hemisphere brain tissue. Upon 
realizing they had operated on the 
wrong side of the brain, hospital staff 
asked reporters to leave, and hospital 
administrators were informed. The 
hospital administrators did not inform 
the plaintiffs, and the operation con-
tinued on the right hemisphere of the 
child’s brain. Once the surgery was 
complete, the surgeon informed plain-
tiffs that he initially had operated on 
the wrong side of their child’s brain, 

but assured them no harm had been 
done and did not convey that tissue 
had been removed. In fact, plaintiffs 
did not learn that tissue had been 
removed from the left hemisphere of 
their child’s brain until 15 months later 
when an MRI revealed missing por-
tions of the wrong side of the brain.

Plaintiffs filed suit against the hos-
pital’s insurance carrier seeking com-
pensatory and punitive damages for 
one count of outrage and two counts of 
medical malpractice. Plaintiffs argued 
that their child was deprived of critical 
rehabilitation time when the hospi-
tal administration failed to stop the 

surgery to the right side of the brain 
after learning of the mistake. Plaintiffs 
alleged that following the surgery, the 
child suffered cognitive problems that 
resulted in a change in personality. He 
was described as having a “blank and 
void look in his eyes.” Plaintiffs settled 
with the surgeon who performed the 
surgery before trial. In 2008, due to 
jury misconduct allegations, plaintiffs 
voluntarily dismissed their lawsuit 
against the hospital’s insurance carrier. 

In 2009, plaintiffs re-filed their case 
against the hospital’s insurance carrier. 
The insurance carrier filed a motion 
to dismiss the outrage claim arguing 
that the only reason it was included 
in the suit was a result of the insurer-
insured relationship with the hospital; 
therefore, the outrage claim should 
not apply. The circuit court dismissed 
the outrage claim against the hospital’s 
insurance carrier, but maintained the 
medical malpractice counts. The jury 
awarded $20 million in damages to 
plaintiffs, which was later reduced by 
the circuit court to $11 million. The 
hospital’s insurance carrier appealed the 
decision and the $11 million award, 
arguing that the circuit court was not 
properly instructed. In December 
2012, the state supreme court upheld 
the jury’s verdict and restored the $20 
million award.

What this means to you: There 
was one very important hard stop that, 
if implemented, would have negated 
this whole case. That is The Joint 
Commission-mandated Universal 
Protocol or “time out” procedure.

The Joint Commission issued a list 
of National Patient Safety Goals in 
2004. One of these goals, the Universal 
Protocol or timeout procedure, was 
created to prevent wrong-site, wrong-
procedure, and wrong-patient surgery. 
The intent of this goal is to ensure 
patient safety by requiring that all 
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immediate members of the procedure 
team including the surgeon, anes-
thesia provider, circulating nurse, 
operating room technician, and other 
participants in the procedure be pres-
ent for the verification of the patient’s 
identity, type of procedure to be per-
formed, verification that an informed 
consent exists for the procedure, and 
that the laterality of the surgery or 
procedure is verified and marked, if 
required, for the particular procedure. 
Exceptions to the marking require-
ment occur in procedures that do 
not involve laterality. If possible, the 
patient should participate in the site 
marking and, if the patient is a minor, 
the guardian should be involved in the 
process. The site marking frequently 
occurs in the holding area of the OR 
before the patient is brought into 
the operating room and before he is 
positioned and draped. The verifica-
tion mark must be present and visible 
when the patient is fully positioned 
and draped so the entire OR team 
is confident that the procedure will 
occur on the correct side. At that 
point, the surgeon ensures that every-
one is aware of the overall plan of care 
for the patient, and everyone agrees 
to begin. The surgeon and anesthe-
siologist also agree on the anatomical 
positioning of the patient to ensure a 
good outcome. 

The use of a checklist is common 
among the OR staff members to 
ensure compliance with all the steps in 
this procedure. Before the skin inci-
sion, the surgeon performing the pro-
cedure verbally calls the timeout, and 
all relevant information is confirmed 
by the team. Clearly, this step did not 
occur in this case. Had the steps of 
the Universal Protocol in the form of 
a timeout been performed, the surgi-
cal team would have realized that the 
wrong surgical site was being consid-
ered. The entire OR staff is culpable, 
and this breech would be considered a 
sentinel event reportable to The Joint 
Commission.

Once it was realized that the pro-
cedure was done on the wrong side 

of the brain, it was incumbent upon 
the surgeon to immediately stop the 
incorrect procedure. The surgeon, 
not the hospital administrator, is 
required to fully disclose the events 
to the patient and family. The sur-
geon clearly told two “untruths:” first, 
when he advised the family that no 
brain tissue was in fact removed from 
the left side of the brain, and second, 
when he gave a misleading and incor-
rect prognosis that no harm was done 
and the patient should not have any 
deficits. The surgeon acted with a 
willful disregard for the plaintiff’s wel-
fare. This action certainly would lead 
to feelings of anger, disappointment, 
betrayal, and mistrust on the part of 

the plaintiff, who ultimately would 
want recourse for the action of the 
surgeon and hospital.

There has been much literature 
published on the nuts and bolts of 
the disclosure of information around 
adverse events. There are several 
models that can be implemented, 
depending on the comfort level of the 
practitioner when speaking to patients 
and families regarding sensitive issues. 

The use of a disclosure team is 
popular in many medical centers, and 
the members of such a team can be 
chosen, depending on the situation. 
In any case, a unified approach when 
speaking to a patient/family, with staff 
members acting in good faith with an 
expression of empathy and sincerity 
while using terms that lay people can 

understand, is important in achieving 
a successful outcome. 

Additionally, the hospital must 
“make things right” for the patient/
family in the way of compensation, 
in whatever form that might be nec-
essary. The patient/family must be 
allowed time to process the informa-
tion and the subsequent ramifications 
of the event. They also must be given 
the opportunity to partner with the 
hospital and clinical staff on a cor-
rective action plan. Some also believe 
that disclosure of an adverse event also 
helps the clinical staff deal with their 
feelings of fear, guilt, and anxiety. Of 
course, the content of the disclosure 
discussion should be documented in 
the medical record.

Another issue that was not 
addressed in the case summary was 
that of outside observers. Reporters 
were invited into the operating room, 
by the surgeon, to view this procedure. 
Of concern is whether the patient 
and family were aware that reporters 
were invited into the OR to observe 
this procedure and whether they gave 
permission. If not, this was a breach 
of the patient’s right to privacy and 
also should have been disclosed to the 
patient’s family.

Corrective actions in this case could 
include intensive re-education of the 
National Patient Safety Goal regard-
ing Universal Protocol. A subsequent 
audit of concurrent observation of 
time-out procedures should also be 
done as part of the corrective action 
in this case, as well as appropriate 
disciplinary action taken against those 
practitioners responsible for culpable 
conduct in breaching patient safety. 
The formulation and implementation 
of a practical adverse event disclosure 
policy and procedure, in which the 
practitioner can elicit guidance from 
hospital administration and other 
experts, would be extremely valuable 
in cases such as this one.

Reference
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