
Tort reform yields sharp drop in 
med-mal for TN; could be temporary
Experience may hold lessons for other states seeking reform

Risk managers across the country cheered when they heard of dra-
matic decrease in the number of malpractice lawsuits filed in 
Tennessee after reform efforts there, wondering if the same experi-

ence might be replicated in their own states. The results are encouraging, 
say the analysts consulted by Healthcare Risk Management, but it still is 
not clear whether the decrease is temporary or will be a lasting effect.

The initial experience with Tennessee’s malpractice reform has been 
positive for health care providers, says Craig Sanders, JD, a partner with 
the law firm of Rainey Kizer in Jackson, TN, where he represents health 
care systems in malpractice litigation. Statistics from 2009 suggest that the 
state is climbing back from the darkest days when the American Medical 
Association (AMA) declared the state to be a medical liability “crisis state.” 

On Feb. 14, 2006, the AMA announced that Tennessee was the 21st state 
designated by that organization as “in crisis” due to a deteriorating medical 
liability climate that was jeopardizing patients’ access to care. The AMA urged 
state legislators to enact reforms, noting that from 1995 to 2005, Tennessee 
physicians saw liability premium increases as high as 127% to 212%. The high 
cost of liability insurance was pushing many physicians to relocate to other 
states, leaving many communities without needed specialists, according to the 
AMA.
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EXECUTIVE SUMMARY
Tort reform eff orts in Tennessee have produced a 60% drop in medical malpractice 
cases, and analysts say the experience could bode well for other states seeking to 
reduce malpractice costs. The key question, however, is whether the sharp drop is only 
temporary.
•  Tennessee required 60 days notice before fi ling suit.
•  Plaintiff s also must obtain a certifi cate of merit.
• More cases may be fi led after attorneys become accustomed to the new rules.



State legislators listened and passed a tort 
reform bill in 2008. Rather than enacting caps on 
damages, which may have prompted more resis-
tance from tort reform opponents, the legislature 
created provisions intended to make it more dif-
ficult for patients to sue health care providers, 
Sanders explains. Under the 2008 law, plaintiffs 
now must give 60-day notice before filing a mal-
practice suit, and they must provide a certificate of 
merit from a medical professional stating that the 

allegations are legitimate.
The reform provisions were in effect for the 

entire year in 2009, and the results indicate that 
they are indeed acting as speed bumps for plain-
tiffs. Though state agencies and legal organizations 
have reported conflicting numbers, with the most 
common statistic being a reduction of 60% in the 
number of suits filed, Sanders says attorneys in the 
state agree that the number of medical malpractice 
cases has dropped sharply.

“I’ve heard different numbers as to how much 
the filings have dropped, but I can tell you from 
the front lines, it has been a significant decrease,” 
Sanders says. “I think plaintiffs’ attorneys, some of 
them, saw the amendments and just said it’s get-
ting too complicated. They didn’t want to make a 
mistake and get sued for malpractice themselves. 
So, I think some of the attorneys who were on the 
periphery, filing a malpractice case every once in a 
while, just stopped filing them altogether.”

Sanders suspects that the requirement for a 
certificate of merit has had more impact than the 
60-day notice rule. Previously, there was no impetus 
for plaintiffs’ attorneys to seek a confirmation that 
the case had merit, so they waited until well into the 
litigation process to procure expert opinions. 

“It would have been good practice to do that 
early on, but in reality, not all attorneys were 
doing that,” Sanders says. “Those practitioners 
either got out of malpractice work or they saw the 
number of their cases decrease significantly when 
they started asking medical professionals if their 
cases had any merit. They started seeing the warts 
and the problems in cases they might have just 
filed without question before the amendments.”

The drop in cases has not yet been reflected in 
the cost of malpractice insurance for health care 
professionals, however. Insurers may be waiting to 
see if the number of cases will remain low, he says. 
And their hesitation may be warranted, as Sanders 
explains that the significant decrease in malprac-
tice suits could be temporary.

“We have to think about whether this is a per-
manent decrease. Many people assume it is, but 
I’m not so sure,” he says. “I think there will be 
some increase, but the big unknown is how much. 
The numbers may not go back to the former levels, 
but I expect to see some increase.”

Artificial dip in numbers?

A major reason Sanders expects some rise in the 
number of cases is that the extent of the decrease 
in 2009 may have been exaggerated by the way 
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plaintiffs’ attorneys rushed to file cases before the 
tort reform took effect. Attorneys filed all their 
current cases as quickly as they could in 2008, so 
they would not have to comply with the new rules 
in 2009, Sanders explains. 

“That meant the numbers went up in the latter 
part of 2008, down in 2009, and the difference 
looks even bigger,” he says. “I also suspect the 
number of cases may increase as plaintiffs’ attor-
neys get used to the new rules. The amendments 
weeded out some who didn’t want to bother with 
the added requirements, and probably more have 
put on the brakes temporarily. But I think over 
time they will get used to working with the rules, 
and they will get more aggressive.”

Neil Ekblom, JD, a health care attorney with the 
law firm of LeClair Ryan in New York City, also 
questions whether courts in Tennessee will water 
down the tort reform rules over time. New York 
state also requires a certificate of merit, but court 
rulings have diminished the rule’s impact, he notes. 

“Courts took the teeth out of it, because it was 
interpreted as a ministerial or technical require-
ment, which if not followed to the letter did not 
warrant dismissal,” Ekblom says. “We also had 
a dip in the number of suits when a certificate of 
merit was required, but then that number went 
back up to normal once the courts interpreted the 
statute in a liberal fashion.”

New York state also requires a 90-day notice, 
similar to the 60-day notice in Tennessee, and 
Ekblom says that statute has been interpreted more 
strictly. There are still exceptions that weaken the 
impact, however. 

“The courts here are very antsy about depriv-
ing plaintiffs of their day in court on a technical-
ity, and you probably will see the same thing in 
Tennessee,” he says. “Both of these provisions will 
lose their teeth over time, and the number of suits 
will come back up again. It is not enough to have 
these laws on the books. It’s about how they are 
interpreted, and that can change over time.”

Impact may be limited

Ekblom points out that the certificate of merit 
also has limited impact when, as in New York, 
any physician can declare the case to have merit, 
even if that physician is in a different specialty or 
otherwise has no expertise in the case at hand. 
In addition, the Supreme Court of the state of 
Washington recently struck down the statute 
requiring a certificate of merit there, causing some 
attorneys to wonder if similar rulings might follow 

in other states. (See p. 40 for more information on 
that ruling.)

Stuart Ratzan, JD, managing shareholder with 
the law firm of Ratzan & Rubio in Miami, who 
specializes in medical malpractice cases on the 
plaintiff side, doubts that either of the Tennessee 
provisions will result in long-lasting declines in 
medical malpractice cases. 

“Most cases, in almost every state, require the 
plaintiff to retain someone who can testify at trial 
that there was negligence. There is very little incen-
tive for any lawyer to initiate and pursue a case for 
someone unless it is a merit-worthy case, particularly 
for those working on contingency,” he says. “From a 
business point of view, it should be a good case with 
merit, or else he’s going to lose his shirt.”

At best, Ratzan says, the certificate of merit 
moves up the deadline for getting an expert wit-
ness who can certify the case is based on a reason-
able allegation of malpractice. 

“I don’t see the certificate of merit being a trig-
ger for a substantial decrease in the number of 
malpractice cases filed,” he says. “It may be that 
Tennessee slowed it down as people had to get 
used to the new system, but I don’t expect a huge 
impact in the long run.”

Expecting to see a lasting effect, even if not as 
good as 2009, Sanders says the important lesson 
from the Tennessee experience is that damage caps 
are not the only way to enact tort reform. Other, 
less contentious strategies may be more effective.

“Sometimes reform ideas, like caps on dam-
ages, can’t pass because of the politics in the state. 
But other ideas, like the certificate of merit, can get 
passed, because both sides of the political spectrum 
can get behind it,” Sanders says. “I think what we’ve 
seen in Tennessee is that the less grandiose ideas can 
still have a substantial effect, and in the end, that is 
more productive than pushing for something that 
may never get through the legislature.”   ■
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Washington court says 
no to certificate of merit

In a ruling that has risk managers and attorneys 
across the country watching for repercussions, 

the Supreme Court of Washington state recently 
ruled that requiring a certificate of merit for a 
medical malpractice case is unconstitutional.

The court ruled on the case of Putnam v. 
Wenatchee Valley Medical Center, which had orig-
inally been thrown out by a lower court because 
the plaintiff did not file a certificate of merit along 
with her initial complaint. According to the court 
ruling, the requirement goes too far and inhibits 
access to the courts. By requiring the plaintiff to 
submit evidence before discovery, an undue bur-
den was placed on the plaintiff, the court ruled. 
(Editor’s note: For the full text of the ruling, go to 
http://www.wrsattorneys.com/library/Washington_
Cert_of_Merit_opinion.pdf.)

Plaintiffs’ attorneys in Washington welcomed 
the ruling, and those in other states saw it as an 
indication that other states might follow suit. 
Benjamin W. Glass III, JD, a plaintiff’s attorney 
with Benjamin W. Glass & Associates in Fairfax, 
VA, says the court struck down the rule, because it 
unfairly denied some plaintiffs their day in court. 

“Often, the cost of hiring an expert to simply 
look at the case before filing excluded not those 
with frivolous lawsuits — simply those with shal-
low pockets,” he says. “Regardless whether or not 
the rule was effective, it is now a moot point, as 
the court has tossed it out. This is an example of 
supposed tort reform, but the legislators who are 
trying to cut back on frivolous lawsuits have to 
understand that they don’t have the authority to 
impose restrictions on access to the courts.”

Case going to trial court

The court’s ruling means the case will be sent 
back to the trial court, and plaintiffs will no lon-
ger be required to file a certificate of merit in 
Washington.

“Now, at least the case will be allowed to go to 
trial and be heard on its merits rather than thrown 
out haphazardly,” Glass says.

The plaintiff alleged that the defendant medi-
cal center and several of its employees negligently 
failed to diagnose her ovarian cancer. The plaintiff 
further alleged the delay in diagnosis caused her to 
miss the opportunity to undergo early treatment, 

which would increase her likelihood of long-term 
survival.

In the Washington case, the trial court dismissed 
the plaintiff’s medical malpractice claim for failure to 
file a certificate of merit, as required by Washington 
statute RCW 7.70.150, and the plaintiff appealed 
directly to the Washington Supreme Court. The 
plaintiff challenged the constitutionality on several 
grounds, primarily that it unduly burdened her right 
of access to the courts, according to the court ruling.

The court agreed, saying that it may not be pos-
sible to obtain the evidence necessary to obtain the 
required certificate of merit without the oppor-
tunity to interview health care workers or review 
procedural manuals, which would be possible later 
through discovery.

Other states at risk

Any state requiring a certificate of merit could 
see the same court ruling that struck down the 
statute in Washington, says Stuart Ratzan, JD, 
managing shareholder with the law firm of Ratzan 
& Rubio in Miami, who specializes in medical 
malpractice cases on the plaintiff side. 

“This legislation could be declared unconstitu-
tional in any state, at any time. It depends on the 
particulars of the legislation and the makeup of the 
court,” Ratzan explains. 

The likelihood of striking down such a rule 
depends greatly on local politics and public 
mood, he says. Ratzan points out that Florida has 
required a certificate of merit for 20 years, and it 
has never faced significant challenge in court; and 
he doesn’t expect it ever will. However, caps on 
damages are challenged much more regularly in 
any state that enacts them, because they are more 
universally opposed by some constituencies, and 
the legal defense for them is less sound. 

“They pose a troublesome constitutional issue in 
most states and are more vulnerable, much more 
apt to draw a challenge in most states, because they 
pose more of a threat to a plaintiff’s rights than a 
certificate of merit,” he says. “But we’ve seen in 
Washington that some courts will strike down the 
certificate as well. It could happen anywhere.”  ■
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Psychiatry patients can 
increase liability risks

Risk managers who take a good look at their 
organization’s psychiatric treatment may find 

reason to worry, because the risk mitigation that 
works in other areas might not be as effective in 
this field. The standard of care is more difficult to 
define in this field than in most others, and there is 
a tangled web of state and federal regulations that 
apply, not to mention the legal minefield that can 
come with involuntarily admitting some psychiat-
ric patients.

One problem is that the concept of the standard 
of care is quite broad in psychiatry, says Alan 
Lambert, MD, JD, chair of health care practice 
with the law firm of Butzel Long in New York 
City. In most other medical fields, the standard of 
care can be defined with relative certainty, but this 
is more complicated in psychiatry, because patient 
rights are deeply entwined in treatment decisions.

“There also is a whole layer of appeals pro-
cesses for patients to exercise their rights, and then 
there is accreditation by state agencies, The Joint 
Commission, CMS. All of that feeds back onto 
the determination of the standard of care when 
malpractice is alleged,” he says. “The multiple 
obligations create an additional layer of liability 
beyond the traditional common-law malpractice 
standards.”

Many factors involved

Determining the standard of care in psychiatry 
requires drawing on a number of factors, accord-
ing to a recent study by Carla Rodgers, MD, 
clinical assistant professor at the University of 
Pennsylvania School of Medicine in Philadelphia.1 
To a larger extent than in other specialties, the 
standard of care in psychiatry is dictated by a 

number of determinants of standard of care, which 
include court opinions, hospital policies and proce-
dures, psychiatric literature, and state and federal 
guidelines, she says.

Clinical publications determine the standard 
of care, of course, but in psychiatry, state and 
federal legislation and guidelines also are impor-
tant. “State involuntary commitment laws, for 
instance, determine how long a patient may be 
held in a hospital against his will before some type 
of hearing must take place to decide how long 
the patient will continue to be held,” Rodgers 
wrote. Involuntary length of stay is a legal issue, 
for instance, and the standard of care is not deter-
mined solely by the psychiatrist.

One of the pitfalls regarding standard of care 
is interpreting it to mean “exactly what I would 
do under those circumstances,” says Stephen 
Dinwiddie, MD, a professor and director of the 
Law and Psychiatric Medicine Program at The 
University of Chicago Medical Center. Given the 
range of opinion often seen in psychiatry, the stan-
dard of care must be defined more broadly than 
that, he says. 

“Another problem is that there is often a sig-
nificant gap between what is known to be best 
practice and the treatment actually rendered,” 
Dimwiddie says. “Standard of care is not the same 
as the optimal level of treatment. It’s more like the 
minimally acceptable level of treatment.”

Involuntary stays bring risks

Most states have statutory limitations on 
extended involuntary length of stay, Lambert 
says. One example is the Pennsylvania Mental 
Health Procedures Act, mandating a judicial 
hearing within 120 hours of an involuntary hos-
pitalization. The state laws typically include a 
well-defined, specific process for involuntary 
admissions, Lambert says. Failing to comply with 
any step in that process creates a significant liabil-
ity risk for the provider, he says. 

In New York state, for instance, a state service 
provides lawyers to meet with patients who have 
been involuntarily admitted to determine if the 
patient would like a hearing before a judge. And if 
the patient has difficulty exercising that right, the 
legal service may request a hearing on his or her 
behalf.

“So, it is very important that the hospital have 
good medical records for involuntary psychiatric 
hospitalizations,” he says. “If they fail to follow 
that process and cause a violation of the patient’s 

EXECUTIVE SUMMARY
Risk managers may find psychiatry more challenging than 

other fields when it comes to defending malpractice alle-

gations and avoiding regulatory sanctions. The standard 

of care can be harder to define. 

•  The Joint Commission and other organizations are pro-

mulgating new standards for psychiatry.

•  Involuntary admissions require strict adherence to legal 

requirements.

•  Workers’ compensation claims can be increased with 

psychiatric patients.
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legal rights, they can be subject to liability on that 
basis.”

Self-examination can be your best defense, 
Lambert says. Too many health care providers 
forego examining their own data to look for expo-
sures in psychiatric care, he says.  

“The hospital needs to have a team that involves 
someone in senior management, possibly the direc-
tor of psychiatric services or chief medical officer, 
along with administrative and health care provid-
ers, who constantly review the Joint Commission 
standards and other criteria to make sure you’re 
in compliance,” Lambert says. “You have to drill 
down to the patient level with random audits 
and charts. It also is crucial to review cases with 
adverse events, not only to bring that particular 
patient back into compliance with the standard of 
care, but to make the necessary modifications in 
policies and procedures to be sure other patients 
are in compliance.”

Lambert points out that The Joint Commission 
has become much more active in collecting quality 
and patient safety data from institutions providing 
psychiatric care, which means that risk managers 
must be aware of the picture that data are painting 
for regulators.

“Sometimes risk managers can do it on their own, 
and sometimes they need to hire outside consultants; 
but they must manage this data in a way that pres-
ents their institution in the best possible light to The 
Joint Commission, CMS, and state regulators, in 
order to avoid being sanctioned,” he says.

Document thought process

Psychiatric patients can pose a liability risk 
not usually seen by other patients, says Charles 
Kutner, JD, an attorney in New York City who 
focuses on malpractice defense. For instance, the 
psychiatric patient can lead to workers’ compensa-
tion claims by employees if the patient becomes 
violent. There also can be third-party liability if the 
patient harms another person; the health care pro-
vider can be sued for not preventing the assault. 

“The duty ordinarily ends with the patient, but 
psychiatry is different in this regard,” he says. 
“Third-party liability seems to be opening up 
more, especially if you had any kind of knowledge 
that the patient would harm another.”

Dinwiddie stresses that good documentation is 
crucial to proving that a disputed treatment deci-
sion was based on sound reasoning. If the plaintiff 
alleges later that the psychiatrist erred in treating 
the patient, the defense must be able to show that 

the decision met the standard of care, even if other 
professionals might disagree. There usually is more 
debate and more room for disagreement on treat-
ment decisions in psychiatry than in internal medi-
cine, for instance.

“It’s a lot easier after the fact to criticize a 
decision, but it becomes a lot more difficult to 
criticize your decision if you have memorialized 
your thought process and laid out your thought 
process in favor of or against a course of action,” 
he says. “Even if the decision turns out not to have 
been correct, as when a patient is discharged and 
then goes and takes his life, it is more difficult to 
second-guess that decision if the physician has 
been careful to document what steps were taken 
to prepare the patient and why it was a reasonable 
decision at the time.”

Medication claims rising

Kutner says a growing area of concern is liabil-
ity related to medications that produce suicidal 
ideation and behavior. 

“Obviously, the defense to those cases is that 
you can’t stop everyone intent on killing them-
selves, but there are some medications that pro-
duce side effects you must monitor very closely,” 
he says. “It’s the medication cases we’re seeing 
more and more of lately.”

Good documentation also is key in those cases. 
The defense must be able to show that the psychia-
trist explained, specifically and with great emphasis, 
that the medication can produce suicidal behavior 
and what symptoms to watch for, he says. It is 
important that the warning be conveyed to the 
parents or other caretakers of the patient as well.

“Psychiatrists are notorious for writing notes 
that no one else can read,” Kutner says. “That can’t 
happen in this situation. The documentation must 
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be extremely clear that you warned the patient and 
the parents and stressed the danger, the need to 
monitor and act, if necessary. It will all come down 
to what is in the notes.”
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Growing set of standards 
for psychiatric care

The Joint Commission has been working closely 
with several other organizations, including the 

National Association of Psychiatric Health Systems 
and the National Association of State Mental 
Health Program Directors, to collect data and fur-
ther define the standard of care in psychiatry, notes 
Alan Lambert, MD, JD, chair of health care prac-
tice with the law firm of Butzel Long in New York 
City. The groups are developing inpatient psychi-
atric services core measurement sets that will apply 
to the standard of care. (Editor’s note: For more 
information on those standards, go to http://www.
jointcommission.org/PerformanceMeasurement/
PerformanceMeasurement/Hospital+Based+Inpatient
+Psychiatric+Services.htm.)

For instance, the basic standard for admis-
sions screening specifies that the patient must 
be assessed for certain criteria, starting with the 
potential for violence, Lambert explains. The 
patient also must be assessed for substance abuse, 
psychologic trauma, and psychiatric strengths that 
may affect the treatment process. 

Other issues addressed in the standards are 
restraint, seclusion, and patients discharged with 
multiple antipsychotic medications. 

“Another area they’re looking at is the post- 
discharge continuing care plan,” he says. “They 
want to see that there is a plan documented in the 
medical record. That is important for accredita-
tion, but it also feeds back into the standard of 
care and liability.”

The continuing care plan must be communi-
cated effectively to subsequent health care provid-
ers, Lambert says. Failing to do so can increase the 
risk that the patient will be rehospitalized soon or 
will harm him- or herself or others.

“Risk managers should be worried about this 
at a number of levels. First is the accreditation at 
a state and federal level, because not only do you 
have the risk of malpractice litigation, but these 

groups also can come in and levy significant fines 
and penalties,” Lambert says. “Also, once you 
start putting some of these standards out there, 
plaintiffs’ attorneys start looking at them and try-
ing to feed the standards back into their claims to 
buttress their allegations of breaches of the stan-
dard of care.”  ■

MMSEA Section 111 
brings headaches for RMs

 

If your health care organization is self-insured, 
the government is holding up a new hoop and 

waiting for you to jump through it.
Known as MMSEA Section 111, the rule 

requires that self-insured health care providers sub-
mit data on all Medicare-eligible participants and 
make the appropriate benefit determinations. The 
Centers for Medicare & Medicaid Services (CMS) 
has publicized the rule extensively, but as deadlines 
loom, risk managers must ensure they are ready to 
comply.

Section 111 of the Medicare, Medicaid, and 
SCHIP Extension Act of 2007 (MMSEA) adds 
new mandatory reporting requirements for group 
health plans (GHPs), nongroup health plans 
(NGHPs), and for liability insurance (including 
self-insurance), explains Saghi Fattahian, JD, an 
attorney with the law firm of Morgan Lewis in 
Chicago. 

The MMSEA imposes the reporting obligation 
of certain data elements upon the Responsible 
Reporting Entity (RRE). Generally, the RRE on 
a fully insured arrangement is the insurer, and on 
self-insured arrangements, the RRE is the plan 
sponsor, Fattahian explains. The purpose of the 
mandatory reporting obligation is to enable CMS 
to pay appropriately for Medicare-covered items 
and services furnished to Medicare beneficiaries by 

EXECUTIVE SUMMARY
Section 111 of the Medicare, Medicaid and SCHIP 

Extension Act of 2007 brings new reporting require-

ments to health plans and self-insured entities. The rule is 

intended to ensure that Medicare is a secondary payer.

•  Large penalties are possible if the provider fails to report 

properly. 

•  The rule will affect many health care providers that self-

insure.

•  CMS still has not said whether write-offs after adverse 

events will trigger reporting.
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determining primary vs. secondary payer responsi-
bility. In the NGHP context, the reporting obliga-
tions alert CMS to settlements or other payments 
made to Medicare beneficiaries that compensate 
the Medicare beneficiary for Medicare-covered 
items and services.

Rule intended to help Medicare

The rule is intended to help Medicare with its 
goal of being the second payer, behind other insur-
ers, whenever possible, explains Diane Wilkerson, 
senior vice president, CPHRM, part of the national 
clinical health care consulting team with the con-
sulting firm Marsh in Charlotte, NC.

“CMS hasn’t given us final guidance on several 
important issues, which might create the obliga-
tion to register and comply with Section 111, 
one of which is the question of risk management 
write-offs,” Wilkerson says. “It has been common 
practice for risk managers and claims managers to 
offer a write-off of patient charges after an adverse 
event, as a way of making amends and helping 
smooth out the situation. If they’re dealing with 
a Medicare beneficiary, the question becomes 
whether those write-offs are reportable under 
Section 111.”

CMS has not yet provided an answer to that 
question. Wilkerson says she advises health care 
providers to start thinking about how they would 
collect that information if it is deemed reportable. 

“Risk managers don’t hear every time somebody 
tells the patient they will make sure the charges 
are waived,” Wilkerson says. “This has been one 
of the unsettling parts of this rule, because we just 
don’t have an answer yet.”

All GHPs began official reporting on Oct. 1, 
2009. All NGHPs are expected to begin offi-
cial reporting by July 1, 2010. CMS recently 
announced an important deadline change, extend-
ing the date for reporting MMSEA Section 111 
claim input files to CMS until Jan. 1, 2011. CMS 
advised all NGHP RREs that the date for first pro-
duction NGHP Input Files has been changed from 
April 1, 2010 to Jan. 1, 2011.

CMS also has posted the latest version of the 
“Section 111 NGHP User Guide” and a number 
of alerts relating to particular NGHP policy issues, 
as well as an alert for NGHP RREs describing the 
steps those RREs can take to assure their ongoing 
compliance with the Section 111 reporting require-
ments. (Editor’s note: For those alerts and other 
MMSEA Section 111 information, go to http://
www.cms.hhs.gov/MandatoryInsRep/04_Whats_

New.asp#TopOfPage)
To comply with Section 111, RREs must first 

register with CMS. (See p. 45 for more informa-
tion on registering.)

Health providers affected

The rule will affect many health care provid-
ers, says Vickie Patterson, an associate director 
in the Atlanta office of Protiviti, a risk consult-
ing firm. She explains that the MMSEA Section 
111 includes in the definition of a “Group Health 
Plan organization that must report under Section 
111” an entity serving as an insurer or third-party 
administrator (TPA) for a group health plan that is 
self-insured and self-administered, a plan adminis-
trator, or fiduciary. 

“Many health care providers are self-insured for 
employee medical benefits, as well as workers’ com-
pensation. Most utilize TPAs to administrate the 
health and workers’ comp plans,” she says. “In these 
cases, the TPA has the responsibility for the report-
ing requirement. For providers with self-administered 
plans, they bear the reporting responsibility.”

These providers may contract with an agent 
to submit reports on their behalf; however, the 
accountability for submitting the reports in the 
manner and form stipulated by the government 
and the accuracy of the information will rest with 
the provider. 

CMS will provide information on the format and 
method of identifying agents for reporting purposes, 
Patterson explains. If an agent is used, the provider 
also will need to develop communication protocols. 
The Medicare Secondary Payer Recovery Contractor 
(MSPRC) will issue demand letters for repayment if 
Medicare has erroneously paid a claim.

“Failure to repay the amount promptly can 
lead to the MSPRC reporting the debt to the 
Department of the Treasury for offset and ulti-
mately the Department of Justice for legal action if 
payment is severely delayed,” Patterson says. 

To the extent they have not yet done so, self-
insured providers will need to implement inter-
nal policies and adequate procedures to identify, 
collect, and submit data on all Medicare-eligible 
participants and to make the appropriate benefit 
determinations, Fattahian says. 

The penalty for failure to report is $1,000 per 
day per Medicare beneficiary claimant for any 
failure to report settlements, awards, or other pay-
ments to Medicare beneficiaries as required. 

In light of the new mandatory reporting require-
ments for NGHPs, companies must establish and 
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implement protocols to collect Medicare infor-
mation from claimants and CMS to determine 
whether a claimant is a Medicare beneficiary and 
to report settlements or amounts paid under any of 
the NGHPs to Medicare beneficiaries in a timely 
manner. In a litigation context, consideration 
should be given to the language contained in settle-
ments and release agreements, Fattahian says.

The collection of some data elements, such as a 
participant’s health insurance claim (HIC) number 
or Social Security numbers, which TPAs may not 
currently be using to identify a participant, may 
prove to be challenging, Fattahian says. 

“The data collection will likely require a coop-
erative process between the plan sponsor and the 
service provider,” she says. “This process will add 
an additional administrative expense, which the 
insurer or TPA will want to pass on to the plan 
sponsor, along with a requirement that the plan 
sponsor indemnify the insurer or TPA for any 
failures to identify and report all of the Medicare-
eligible participants.”

Plan sponsors should request adequate assur-
ances in writing that their insurer or TPA is 
assuming responsibility for the data collection and 
reporting process, Fattahian says. Plan sponsors 
currently in negotiations with a service provider 
should negotiate the cost and responsibility for the 
data collection and reporting process and ensure 
that the responsibility for the process is clearly 
stated in the service agreement, she advises.

Wilkerson cautions risk managers that they 
must make sure defense counsel contracted to 
settle claims with Medicare beneficiaries are up to 
speed with Section 111. 

“What’s required now in settling a claim is no 
more hiding behind the veil of claiming you didn’t 
know there were Medicare payments involved,” 
Wilkerson says. “Medicare may have been pay-
ing bills for a couple of years without knowing 
there was a claim or a lawsuit filed. All this forced 

reporting will alert Medicare to the fact that they 
should be secondary.”  ■

SOURCES
For more information on MMSEA Section 111, contact:

•  Saghi Fattahian, JD, Associate, Morgan Lewis, Chicago. 

Telephone: (312) 324-1744. E-mail: sfattahian@morgan-

lewis.com.

•  Vickie Patterson, Associate Director, Protiviti, Atlanta. 

Telephone: (404) 926-4300. E-mail: atlanta@protiviti.

com.

•  Diane Wilkerson, SVP, CPHRM, Marsh, National Clinical 

Healthcare Consulting Team, Charlotte, NC. Telephone: 

(704) 374-8412. E-mail: diane.wilkerson@marsh.com.

Must register with CMS 
to comply with MMSEA

To comply with the reporting requirements 
of MMSEA Section 111, an affected health 

care provider must first register with the Centers 
for Medicare & Medicaid Services (CMS) 
Coordination of Benefits Contractor (COBC).

The following information is summarized from 
the CMS web site at http://www.cms.hhs.gov/
MandatoryInsRep/01_Overview.asp#TopOfPage. 

During registration, the responsible reporting 
entity (RRE) must identify an authorized represen-
tative. This will be an employee of the RRE who 
has legal authority to act on behalf of the RRE. 
The authorized representative registers the RRE 
on the COBC secure web site (COBCSW) at www.
section111.cms.hhs.gov. 

The authorized representative does not have to 
be responsible for all future reporting. He or she 
may identify an agent who will be responsible for 
reporting after registration. CMS will provide a 
unique RRE identification number and a secure 
folder on the COBCSW for the RRE. The RRE 
will upload the required reports into this folder.  ■

Tread carefully when 
police ask for patient info

It’s a common scenario in any health care facility, 
especially hospital emergency rooms: The local 

police ask the nurse or doctor for information 
about a patient who is either a suspect, a victim, 
or a witness to a crime. Or perhaps the risk man-
ager receives a more formal request for records. 
How much can you tell them without violating the 
Health Insurance Portability and Accountability 
Act (HIPAA)?

Health care providers must be careful not to react 
too quickly to such requests with either a positive or 
negative response, cautions Patrick Hurd, JD, senior 
counsel and leader of the health care industry group 
with the law firm of LeClair Ryan in Norfolk, VA. 
Hurd also is a former hospital risk manager. 
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HIPAA compliance has been drilled into every-
one working in health care so much that the initial 
response to a police request might be an automatic 
no, but that would be a mistake, Hurd says. 

“We sometimes overreact and say we can’t 
disclose anything. That’s not the case,” he says. 
“When I was risk manager in a hospital, I made 
sure we trained our people in what you can dis-
close without the consent of the patient, the things 
you must disclose by state law, and the things you 
can disclose only if you [receive] permission of the 
patient or guardian.”

HIPAA allows disclosures

HIPAA was never intended to prevent neces-
sary communication with law enforcement and 
allows certain disclosures to police, but the details 
of day-to-day compliance can be tricky, says Gerry 
Hinkley, JD, co-chair of the health care industry 
team with the law firm of Pillsbury Winthrop 
in San Francisco, who regularly counsels clients 
on HIPAA-related issues. (See p. 47 for the law 
enforcement exclusions in HIPAA.)

“HIPAA provides a clear road map without 
requiring a subpoena for disclosure to law enforce-
ment of protected health information by HIPAA-
covered entities,” he says. “However, HIPAA 
does not pre-empt more restrictive state laws, so 
HIPAA-covered entities are cautioned to confirm 
what the laws of their state require for such disclo-
sures to police investigations.”

Providers should obtain a declaration in writ-
ing that the information is needed for a legitimate 
law enforcement purpose, Hinkley says. That can 
be accomplished in a couple of ways. The hospi-
tal can provide a checklist form that you ask the 
officer to complete for each request, or you can 
ask the local law enforcement to provide a blanket 
form for all requests.

“You can ask that the district attorney or police 
chief provide you a simple letter each year that 
states that when a police officer in uniform or 
displaying proper credentials asks for information 
that may be released, the hospital may have con-
fidence that they are doing so for a legitimate law 
enforcement purpose,” Hinkley says. “Then you 
can just keep that on file.”

Lourdes Martinez, JD, an attorney with the law 
firm of Garfunkel Wild in Great Neck, NY, cau-
tions that HIPAA is not the only concern. State 
laws can be more restrictive, as in New York state.

“By HIPAA it might not be a violation, but it 
still could be a violation of state law,” she says. 

“That’s the situation with a lot of requests in New 
York state that might be granted more easily in 
other states.”

Policies and procedure must cover both HIPAA 
and state laws, Martinez says. Training of front-
line staff also is crucial, she says.

“I used to be a prosecutor, so I know that some-
times when the police or a prosecutor come asking 
for information, it can be a little intimidating,” she 
says. “If the people on the front line don’t know 
what they can and can’t say, they might be intimi-
dated into saying something that perhaps they 
shouldn’t.”

Consider the situation

Each situation must be carefully assessed, the 
attorneys say. For instance, if a police officer 
inquires about a crime victim, usually the victim 
must agree to the release if he or she is capable, 
Hurd explains. But if the victim is not capable of 
consent, the provider can release the information 
as long as the authorities stipulate that it is not to 
be used against the victim. 

“If the police say they are hunting for the perpe-
trator and the investigation will be hindered if they 
wait until the victim wakes up or is out of surgery, 
the health care provider is allowed to use their 
professional judgment to release information,” 
Hurd says. “Obviously, you need to verify the cre-
dentials of the law enforcement person before you 
release anything. It’s always a good idea to docu-
ment the officer’s name and badge number in the 
chart and what reason the officer stated for need-
ing the information.” 

Health care providers must be careful not to 
go too far and become actively involved in a crimi-
nal investigation, Hurd says. HIPAA allows the 
release of certain data, but staff should simply 
provide that information to the officer without 
editorializing. 

State laws can supersede some HIPAA privacy 
concerns, such as when laws require the reporting 
of gunshot wounds, Hurd says. The issue can be 
more difficult when there are allegations of child, 
spousal, or elder abuse, Hurd says. State laws will 
vary on what must be reported, but in Virginia, for 
instance, health providers are required to report 
child and elder abuse. Information about abuse 
related to an adult, however, cannot be provided 
without the patient’s consent, Hurd says.

The health care provider also may receive sub-
poenas and search warrants involving patient 
records. The legal order provides solid legal backing 
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Upon completion of this educational activity, 

participants should be able to: 
• describe the legal, clinical, financial and managerial 

issues pertinent to risk management;
• explain the impact of risk management issues on 

patients, physicians, nurses, legal counsel and 
management;

• identify solutions to risk management problems in health 
care for hospital personnel to use in overcoming the chal-

lenges they encounter in daily practice.  ■
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elopement — latest 
advice

■ Reprocessing gains 
more favor, but risky?

■ What reform effort 
could bring for RMs

■ Improving your 
visibility as a leader

COMING IN FUTURE MONTHS

for the release of information, but that release still 
should be handled carefully, Hurd says. The goal is 
to make sure you release only the information cov-
ered in the subpoena or search warrant.

“Once you’ve verified that the search warrant is 
proper, I would gather the appropriate parties to 
oversee this release — the risk manager, your in-
house counsel, the compliance director, and health 
information management,” Hurd says. “The police 
officers are going to be a little perturbed that they 
have to wait, but it’s a good idea to have all those 
people involved and verifying the proper release 
of the information. Then you should make a copy 
for the hospital of all the information released 
to the officers, document how and to who it was 
released, and risk management should hold on to 
that, along with a copy of the search warrant.”

Layna Cook, JD, an attorney with the law firm 
of McGlinchey Stafford in Baton Rouge, LA, notes 
that HIPAA does not prevent health care providers 
from notifying law enforcement that there is a fugi-
tive on the premises or that they suspect a crime has 
been committed. The key, she says, is to limit the 
information you provide to law enforcement.

“The goal is to provide the minimally neces-
sary, pertinent, factual information and then allow 
law enforcement to take it from there,” Cook 
says. “You don’t call the police and just tell them 
everything you know about this person. If there is 
a specific reason for bringing this person to their 
attention, that’s what you do and then let the 
police investigate as necessary. From that point, 
each request for more information has to be con-
sidered in light of the allowable exceptions under 
HIPAA.”  ■

SOURCES
For more information on HIPAA compliance and police 
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•  Layna Cook, JD, Attorney, McGlinchey Stafford, Baton 

Rouge, LA. Telephone: (225) 382-3635. E-mail: lcook@

mcglinchey.com.

•  Gerry Hinkley, JD, Co-Chair, Health Care Industry 

Team, Pillsbury Winthrop Shaw Pittman, San Francisco. 
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HIPAA allows some 
disclosures to police

HIPAA states that covered entities may disclose 
protected health information to law enforce-

ment officials for law enforcement purposes under 
the following six circumstances, and subject to 
specified conditions: 

1) as required by law (including court orders, 
court-ordered warrants, subpoenas) and adminis-
trative requests;

2) to identify or locate a suspect, fugitive, mate-
rial witness, or missing person;

3) in response to a law enforcement official’s 
request for information about a victim or sus-
pected victim of a crime;

4) to alert law enforcement of a person’s death, 
if the covered entity suspects that criminal activity 
caused the death;

5) when a covered entity believes that protected 
health information is evidence of a crime that 
occurred on its premises;

6) by a covered health care provider in a medi-
cal emergency not occurring on its premises, when 
necessary to inform law enforcement about the 
commission and nature of a crime, the location of 
the crime or crime victims, and the perpetrator of 
the crime.  ■
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13.  What does Craig Sanders, JD, expect to happen with 

malpractice claims in his state, which dropped signifi -

cantly after tort reform?

A.  The number of cases may not go back to the former 

levels, but he expects to see some increase.

B.  The number of cases will drop even further throughout 

2010.

C.  The number of cases will remain steady at 2009 levels.

D.  The number of cases will go back to former levels and 

possibly even higher.

14.  What does attorney Charles Kutner, JD, say about 

malpractice claims related to psychiatric medicine and 

patient suicides?

A.  That type of claim is decreasing. 

B.  That type of claim is increasing.

C.  That type of claim has been barred by most state 

supreme courts.

D.  That type of claim could be successful but no one has 

ever fi led such a suit.

15.  Regarding MMSEA Section 111, what has CMS said 

about whether writing off  a patient’s charges after an 

adverse event will trigger reporting obligations?

A.  CMS has said it will.

B.  CMS has said it will not.

C.  CMS has said it will trigger reporting only in a very few 

scenarios.

D.  CMS has not said whether write-off s will trigger report-

ing obligations.

16.  According to Gerry Hinkley, JD, which of the following 

is true regarding patient information and police 

investigations?

A.  HIPAA does not pre-empt more restrictive state laws, so 

HIPAA covered entities are cautioned to confi rm what 

the laws of their state require.

B.  HIPAA pre-empts more restrictive state laws in all cases.

C.  HIPAA pre-empts more restrictive state laws only in 

some states.

D.  HIPAA pre-empts more restrictive state laws only if they 

were passed before HIPAA became law.

ANSWERS: 13. A; 14. B; 15. D; 16. A.
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News: A pregnant woman presented to a hospi-
tal emergency department (ED) for delivery of her 
third child. Because of her high-risk pregnancy, the 
woman was scheduled for a cesarean. The cesar-
ean was performed, followed by a hysterectomy. 
However, complications arose during the hyster-
ectomy, and the woman slipped into a coma and 
died three days later. The hospital settled with the 
woman’s family for $950,000.

Background: A 43-year-old factory worker was 
pregnant with her third child and presented to a 
hospital for delivery. The woman suffered from 
placenta accreta, a condition where the placenta 
attaches itself too deeply into the wall of the 
uterus. A common risk of placenta accreta during 
delivery is the possibility of hemorrhaging dur-
ing manual attempts to detach the placenta. As a 
result of this condition, the woman was scheduled 
for a cesarean. Ultimately, the woman went into 
labor, and a cesarean was performed, followed 
by a hysterectomy due to a ruptured placenta. 
Complications arose following the hysterectomy, 
and the woman slipped into a coma, later dying. 

A lawsuit was filed against the hospital, claiming 
medical malpractice for the hospital physician’s fail-
ure to timely start the hysterectomy. The plaintiff 
alleged that due to the woman’s condition, a hys-
terectomy tray, blood transfusions, and other neces-
sary medical devices should have been prepared  
in the event a hysterectomy was found to be neces-
sary. According to records, the child was born at 

2:46 p.m., and the hysterectomy was not performed 
until 30 minutes later, despite the fact that the hem-
orrhage occurred at 2:49 p.m. However, interviews 
with the hospital’s anesthesiologist revealed that he 
or she had no recollection of the time the procedure 
was performed and had not completed any notes 
regarding the procedure. A nursing note identi-
fied that the completion time of the hysterectomy 
was 3:49 p.m. This was, however, crossed out and 
replaced with “3:15 p.m.” The plaintiff argued that 
someone had crossed out the correct time of com-
pletion in an attempt to hide the delay. 

The defense denied negligence, and the obstetri-
cian testified that the hysterectomy was performed 
timely. Defense counsel contended that the hemor-
rhage and later death were unfortunate risks asso-
ciated with the woman’s condition. 

What this case means to you: The woman in 
this case was diagnosed with placenta accreta prior 
to delivery. According to the American Pregnancy 
Association, 1 in 2,500 pregnancies result in this 
condition. The specific cause of placenta accreta is 
unknown, but it can be related to previous cesarean 
deliveries. The woman in this case was pregnant 
with her third child; however, it is unclear as to her 
previous obstetric history. According to the litera-
ture, a cesarean delivery increases the possibility of 
a future placenta accreta. The more cesareans, the 
greater the incidence.

The risks of placenta accreta to the mother 
include hysterectomy, which is a common  
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therapeutic intervention, but the results involve 
the loss of the ability to conceive. There is noth-
ing a woman can do to prevent placenta accreta, 
and little can be done to treat the condition once 
diagnosed. If the placenta accreta is severe enough, 
a hysterectomy may be needed. This condition 
is associated with massive blood loss at the time 
of delivery. The peripartum management of the 
patient should be by a multidisciplinary team to 
help reduce morbidity and mortality.

According to the American College of 
Obstetricians and Gynecologists (ACOG), postpar-
tum hemorrhage is a complication associated with 
placenta accreta. Postpartum hemorrhage is one of 
the top five causes of maternal mortality. Ninety 
percent of accretas have postpartum hemorrhage, 
and 50% of those result in a hysterectomy. The 
key management issues are early detection — and 
immediate and appropriate intervention. There is a 
potential for massive blood loss, which could be > 
2,500 cc. If this situation is not managed urgently 
and appropriately, it has a 50% mortality rate.

One of the issues identified in the case back-
ground information includes the timeliness of the 
surgical intervention. The clinical information pre-
sented demonstrates the importance of emergent 
treatment, including a plan for a hysterectomy. The 
surgical team needs to be competent and have all of 
the necessary equipment at the time of the cesarean.

According to The Joint Commission (TJC), the 
hospital and its staff must conduct a pre-procedure 
verification, which includes making sure that 
related equipment is available prior to the start of 
the procedure. This would include required blood 
products, implants, devices, and/or special equip-
ment for the procedure (UP.01.01.01 EP 2).

The second issue is the lack of documentation 
present in the medical record. The delivery is noted 
to be at 2:46 p.m., and the hysterectomy information 
states it was performed 30 minutes after; however, 
the hemorrhage was documented in the record at 
2:49 p.m. The anesthesiologist had no recollection 
of the time when the procedure was performed and 
had not completed any documentation regarding the 
procedure. This is not in compliance with the TJC 
Standard PC. 03.01.05, which states that the hos-
pital monitors the patient during operative or other 
high-risk procedures and/or during the administra-
tion of moderate or deep sedation or anesthesia. The 
Element of Performance (EP) #1 in this standard 
states, “During operative or other high-risk proce-
dures, including those that require the administra-
tion of moderate or deep sedation or anesthesia, the 
patient’s oxygenation, ventilation, and circulation 

are monitored continuously.” TJC Standard RC. 
02.01.03 EP #8, states that the medical record con-
tains the following postoperative information: vital 
signs, level of consciousness, any medications, includ-
ing IV fluids and any administered blood, blood 
products, and blood components, any unanticipated 
events or complications, and the management of 
those events. EP #15 requires that the hospital keep a 
complete and up-to-date operating room register that 
is, “inclusive of total time of operations.”

According to the Centers for Medicare & Medicaid 
Services (CMS) Conditions of Participation (CoPs) 
for Hospitals and Anesthesia services, the delivery 
of anesthesia services must include an intraoperative 
anesthesia record. Likewise, the American Society of 
Anesthesiology (ASA) Statement on Documentation 
of Anesthesia Care (Oct. 22, 2008) states that, 
“documentation is a factor in the provision of qual-
ity care and is the responsibility of an anesthesiolo-
gist.” Intraoperative anesthesia is a time-based record 
of events where the following items are recorded: 
patient’s vital signs, doses of drugs and agents used; 
and the times of administration, types, and amounts 
of fluids used, including blood and blood products 
and the times of administration; and the technique 
and patient position, IV lines and airway devices 
inserted and the location, unusual events during the 
administration of anesthesia, and the status of the 
patient at the conclusion of anesthesia.

The ASA further states in the Standards For Basic 
Anesthetic Monitoring, Standards and Practice 
Parameters (Oct. 25, 2005) that during all anesthet-
ics, the patient’s oxygenation, ventilation, circulation, 
and temperature shall be continually evaluated.

Based on the interviews with the hospital anes-
thesiologist, it appears that he or she did not com-
ply with TJC Standards, the CMS CoPs, the ASA 
Statements on Basic Anesthetic Monitoring nor the 
ASA Statement on Documentation of Anesthesia 
Care. In most facilities, the anesthesia record is quite 
detailed and is time-based. It would be quite unusual 
to have nothing in the record to support the care 
given during this time period. The lack of documen-
tation could lead one to believe that the team was 
not ready to perform the hysterectomy immediately 
following the cesarean. A hemorrhage occurred dur-
ing the operative period and, based on the research, 
was most likely a significant blood loss. The only 
postoperative information given on this patient was 
that she slipped into a coma and died three days 
later. This may have been a result of the blood lost 
during the procedure and the apparent delay.

The final issue is that the nurse who completed 
the notes identified the completion time of the  
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hysterectomy as 3:49 p.m. This was later crossed 
out and replaced with the time 3:15 p.m. The 
change in the entry suggests that it was done to 
hide a delay. Usually, if an entry is incorrect, it is 
crossed out, the error is noted next to the entry, 
the correct entry is documented, and the initials 
of the person making the change to the entry are 
noted. It appears that this common documentation 
correction process was not followed.

The settlement by the defense appears appropri-
ate in this case. There were several system failures 
involving the scope of practice of the physicians and 
nurses under the circumstances.
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Negligent drug dispensing 
alleged: $3.8M settlement

News: A young girl was brought to a hospital for 
an infection following the removal of her appendix 
and was admitted to the pediatric intensive care 
unit. An antifungal drug suitable for children was 
prescribed, but due to an alleged pharmacy error, 
the adult version of the drug was dispensed and 
administered. The girl had an adverse reaction to 
the drug and suffers from post-traumatic stress dis-
order (PTSD). A settlement was reached between 
the parties for $3,850,000.

Background: A 9-year-old girl was brought 
to a hospital by her parents. She was admitted 
to the pediatric intensive care unit for a systemic 
infection following the removal of her appendix. 
Physicians at the hospital prescribed an antifungal 
drug suitable for the girl’s condition. Despite the 
fact that the prescription specified that the chil-
dren’s version of the drug should be dispensed, 
the hospital pharmacy dispensed the adult version. 
After administering the drug, the girl began con-
vulsing, bleeding from various orifices, and experi-
encing system failure. The girl’s sister was present 
in the room and witnessed her sister’s declining 
condition. Once the nurse noticed the girl’s reac-
tion, she discontinued administration of the drug. 
The girl was resuscitated and was sent to another 
hospital that had specialized pediatric services. 
While at this hospital, the girl again coded and had 

to be resuscitated. During her hospitalization, the 
girl went through numerous blood transfusions. 
She was discharged six weeks later and continues 
to suffer from PTSD. 

The parents sued the hospital and its staff 
pharmacists, alleging medical malpractice. Also 
included were claims for emotional distress.

According to reports, the defense conceded 
liability but emphasized the good recovery the girl 
made due to the quick and thoughtful action on 
the part of the hospital’s nursing staff.   

A similar situation occurred in 2006 but involved 
the death of a 2-year-old girl. The girl had been 
diagnosed with an abdominal tumor and had been 
undergoing chemotherapy at a children’s hospital in 
Ohio. Following her last treatment of chemotherapy, 
the girl woke up in severe pain, vomiting violently. 
It was later found that the hospital pharmacy techni-
cian had compounded her own normal saline base 
solution using more than 23 times the concentration 
of sodium chloride instead of using a commercially 
pre-packaged IV solution bag. The compound poi-
soned the girl, who slipped into a coma and died. 
In that case, the hospital settled, and the pharmacist 
was arrested and criminally charged.

What this case means to you: This is a case of a 
9-year-old girl who was readmitted with a postopera-
tive infection following an appendectomy. An antifun-
gal medication was prescribed to treat the infection. 
The case background does not specify what antifungal 
medication was prescribed; however, it does appear 
that the patient was admitted to receive this medica-
tion intravenously. Antifungal medications also are 
known to cause anaphylaxis. The symptoms of ana-
phylaxis include abdominal pain, confusion, diarrhea, 
breathing difficulties, dizziness, hives, nausea, vomit-
ing, rapid pulse, and palpitations. An anaphylactic 
reaction can be life-threatening.

The young girl in this case suffered severe 
trauma due to the anaphylactic reaction. She 
experienced a cardiopulmonary arrest and was 
promptly resuscitated; however, her condition 
after resuscitation warranted a higher level of med-
ical care, and she was transferred to a hospital that 
that specialized in pediatric medicine. According 
to the information given, this patient experienced 
another cardiopulmonary event, was given numer-
ous blood transfusions, and remained confined to 
the hospital for six weeks.

The patient developed PTSD, which has tradi-
tionally been associated with combat veterans and 
disaster victims but has now evolved to include 
medical disorders. There is growing literature on 
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PTSD among medical patients. People with PTSD 
tend to avoid places, people, or other things that 
remind them of the event and are extremely sensi-
tive to normal life experiences. The statistics on 
PTSD in children reveals that up to 40% have 
endured at least one traumatic event, and a higher 
percentage involves females. The research shows 
that children seem to have a greater risk in develop-
ing PTSD after a traumatic event. Treatment for 
this type of disorder involves teaching the patient 
new ways to think about the trauma, giving him or 
her practical approaches to coping with disturbing 
symptoms, providing family counseling and the use 
of antidepressants, as well as other medications to 
improve the patient’s mood and to decrease anxiety. 

It appears that the main cause attributed to this 
patient’s abrupt decline is the administration of 
the antifungal medication, which was later dis-
covered to be the wrong dosage for a pediatric 
patient. Hospitals are required to have safety sys-
tems in place so that an event such as this can be 
prevented. This case demonstrates several system 
failures in the medication management process.

According to The Joint Commission (TJC), 
medication errors are among the top five sentinel 
events reported each year. TJC has been collect-
ing sentinel event data and issuing Sentinel Event 
Alerts since 1995. Many of the Sentinel Event 
Alerts have focused on medication issues such as 
high-alert meds, look-alike/sound-alike meds, and 
unsafe use of medication abbreviations. Despite 
the focus on medication safety, the number of vol-
untarily reported medication sentinel events has 
not demonstrated any significant improvement.

The safety measures that failed in this case occurred 
in the pharmacy and in nursing care. The issues 
involved include medication preparation, review, and 
administration. TJC and the Centers for Medicare & 
Medicaid Services(CMS) publish medication manage-
ment and pharmacy services standards that address 
the responsibility of the hospital pharmacist. The 
pharmacist is responsible for reviewing all medication 
orders. The orders are reviewed for allergies, potential 
interactions, appropriateness of the medication dose, 
frequency, and route of administration, impact on lab 
values, and other contraindications. (Editor’s note: 
See TJC MM. 05.01.01 EP1, EP4-10.)

There also are TJC and CMS Standards govern-
ing medication administration which affect nursing. 
Before the administration of medication, the nurse 
must do the following: verify that the medication 
matches the medication order; visually inspect for 
discoloration; verify that the medication has not 
expired; verify that no contraindication exists; and 

verify that the medication is being administered at 
the right time, in the correct dosage, by the correct 
route. Before the medication is administered, the 
patient and family need to be informed about any 
potential significant adverse drug reactions or con-
cerns with this new medication. (Editor’s note: See 
TJC MM. 06.01.01 EP 3-9.)

The pharmacist in this case missed the dose 
error by not verifying it was prepared correctly 
before dispensing it to the patient care unit and 
allowed this patient to be put at risk. The nurse 
was responsible for verifying the medication before 
administration to ensure patient safety. The verifi-
cation process includes verifying the following: right 
patient, right medication, right dose, right time, and 
right route. The verification process is an essential 
step that was missed by both professionals, thus 
placing this child in a dangerous situation and caus-
ing a serious event.

This case is clearly one of liability and demon-
strates the need for strict medication management 
systems, including redundancy. Many hospitals are 
using bar coding to prevent such medication errors 
at the point of administration. While there is tech-
nology in the pharmacy to keep high alert and 
look-alike medications separated, the pharmacist 
needs to be diligent in reviewing orders when com-
paring them to the medication preparation.

The situation cited from 2006 involving the little 
girl receiving the wrong dose/concentration of che-
motherapy falls under the same medication stan-
dards. The pharmacy technician should have used 
a premixed concentration for the base solution. It 
appears that the pharmacist did not review the mix-
ture prior to dispensing the medication for admin-
istration. It is unusual that the pharmacist was 
criminally charged rather than pursuing disciplinary 
procedures through the State Board of Pharmacy. 
This pharmacist was negligent, but a prison term 
seems excessive. He or she certainly made a mistake 
and should have had disciplinary sanctions applied 
to his/her practice as a licensed pharmacist, but 
placing this pharmacist in jail sends a different mes-
sage to other pharmacists, as well as to all health 
care providers. It discourages health care profes-
sionals from reporting errors. This can have a sig-
nificant effect on the health care provider’s ability 
to learn from their mistakes and to have an effect 
on improving the quality of health care. 
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