
By Leonard Zwelling
It is rare that we know when a big news story is coming. Natural disasters 

and events involving airplanes are usually sudden, massively catastrophic, 
unsubtle and unpredictable.

The decision by the Supreme Court on June 28 on the constitutionality 
of the Affordable Care Act was none of those things. We’ve known when 
it was coming for weeks. Its effects were neither catastrophic nor without 
consequence. The logic behind the ruling is subtle. But it was unpredictable—
no one saw this coming the way it did. 
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Data Security
When Doctors Take Computers Home: 
Houston Burglary Points to Security Breach

Supreme Court Upholds Affordable Care Act
In 5-4 Decision, Narrows Medicaid Provision

(Continued to page 4)

By Paul Goldberg
The crime has the look of an ordinary burglary. And many people are 

hoping that it was just that.
On April 30, someone broke into a Houston home and got away with 

electronic equipment—the usual stuff: two television sets, an iPad, a monitor, 
a suitcase, and two laptops.

One of the laptops belonged to MD Anderson Cancer Center. It 
contained unencrypted information on 30,000 patients—and financial 
information, credit card numbers and the social security numbers of 10,000 
of these patients.

By Conor Hale
The Supreme Court upheld the Patient Protection and Affordable Care 

Act in a complex, nuanced 5-4 decision—with Chief Justice John Roberts 
casting the deciding vote in favor of the constitutionality of the controversial 
healthcare reform bill June 28.

The individual mandate—which supporters say is fundamental to 
lowering the cost of health insurance, and was opponents’ main example 
of the law’s invalidity—was deemed constitutional, but not through the 
Constitution’s Commerce Clause, which gives Congress the power to regulate 
interstate commerce.
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The problem is, with doctors taking data home and 
on the road—typically on their laptop computers—a 
disaster of this sort can strike anywhere at any point. 
A Google search for words “doctor laptop patient 
information” can have a chilling effect. 

This information is valuable. According to industry 
experts, the black market value of one illicitly obtained 
credit card number is around $3, and a sequence of 
financial information can command much higher 
amounts. 

 “We have no reason to believe that this thief knows 
what he has,” said DeDe DeStefano, director of external 
communications at MD Anderson. “It’s a catch-22. We 
want to alert the patients, but we don’t want to alert the 
thief to what he has that might put patients’ information 
in jeopardy.”

MD Anderson’s laptops have gone missing before, 
although in those cases the machines were either 
encrypted or contained no patient health information. 
Now, the cancer center has a lot of work to do. 

Its information technicians are encrypting the 
25,000-plus devices that are used by the institution’s 
staff members. Employees who use these devices at 
home or on the road sign “off-site agreements,” but 
accounting for all of them could be a staggering process.

Recently, an MD Anderson physician who showed 

up to have his machine encrypted, found himself 
standing in line behind a colleague who had brought 
in six laptops. 

“The question is not whether they have one 
laptop,” said the physician, who spoke on condition that 
his name not be used. “The question is, do they have 
six? And what happened to the first five when they got 
the sixth? Until recently, there was not even a modicum 
of tracking.”

Many cancer centers appear to have tighter 
security procedures than MD Anderson. Some require 
that all devices taken off-campus be encrypted. Yet even 
at these institutions, officials acknowledge that they 
are not completely immune to a version of events that 
occurred at MD Anderson.

A separate cancer center director, who also spoke 
on condition that his name not be used, checked into his 
institution’s vulnerability after being informed about 
the MD Anderson situation. His conclusion: “It could 
happen here, alas.”   

Consider the experience of this other institution 
and its vulnerability to security breaches:

The institution’s IRB requires that patient health 
information contained on portable devices be encrypted. 
However, this policy exempts the research use of data. 
Despite the IRB’s ruling, the institution was delayed 
encrypting portable devices because the administration 
balked at the cost of the needed software.

This hesitancy ended after a large security breach. 
The institution’s IRB has since extended the requirement 
for encryption of patient health information and sensitive 
information to desktop computers. However, it appears 
that there is still an unknown amount of information 
stored in unencrypted form on home systems, the center 
director acknowledged.

An informatics expert at another institution said 
that the two items that are needed to help in this regard 
are:

Institutional policies prohibiting keeping 
confidential patient information on home computers, 
other portable devices and data storage devices, and 

Encryption and password protection of devices, 
so if they are lost, or if policy was violated, protection 
would still be in place. 

The institution that employs this informatics 
expert requires encryption on any device that contains 
patient data. However, if people violate these policies 
or if they use less secure passwords, security would be 
compromised.

Some experts say that data should be kept behind 
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an institution’s firewall. In this schema, users would be 
precluded from downloading the data on their portable 
devices.

“There is a large push in the industry to move from 
having information stored on the laptop itself,” said 
Edward Sobczak, a senior programmer and analyst at 
SUNY University at Buffalo, a computer security expert.

“With such private networks, the company allows 
users to store their information on a centralized system, 
in a secure computing center, where it’s not accessible 
to anybody walking down the hall,” Sobczak said. 
“Employees can log in from their laptops to this private 
network, so instead of making a copy of the data for 
themselves, they will work on a centralized server. 

“Once you have this level of security, you know 
who accessed the data at what time, and when you find 
out that there has been a leak, there may be a chain of 
accountability.”

The MD Anderson Case
The researcher at MD Anderson, who was not 

identified by name, removed the computer off-campus 
two years ago, cancer center officials say.

He did so after signing an off-site agreement, as 
required by MD Anderson policy.

However, “the fact that it was not properly secured, 
even though it was at home, was not consistent with 
our policies or procedures,” said Dan Fontaine, MD 
Anderson’s senior vice president for business affairs.

MD Anderson physicians say that with growing 
clinical workloads, they take their computers home in 
order to write up their notes after a day of seeing patients. 
Others need to have access to data for their publications. 

“It’s not unusual for our physicians and other 
healthcare providers within the organization to have 
some personal health information on a variety of 
portable devices,” Fontaine said. “Part of that is because 
patients contact either the physicians or other healthcare 
providers with questions, and we try to be accessible. 
Part of it is because our folks are doing research and 
traveling, so oftentimes, whether they are going between 
the institution and the house or traveling for business 
purposes, they are continuing to work on their research.”

The physician’s laptop contained primarily data 
on genitourinary cancer patients.

“I don’t know the exact nature of the research,” 
Fontaine said. “I don’t know whether it was a large-
population study. Obviously, there was some degree 
of that.”

Fontaine said the burglary occurred April 30 and 

the UT System Police Department was notified by the 
physician May 1.

“UTPD notified the MD Anderson information 
security officials immediately, and immediately started 
the process of bringing in forensic experts to reconstruct 
with a high degree of probability, if not certainty, which 
patient information was on the computer,” Fontaine said.

This was a massive forensics undertaking.
“With the computer gone, the ability to know what 

was on it means a reconstruction project,” Fontaine 
said. “There was some backing up that had been done 
a couple of years before the computer was being used 
largely at home. 

“So we had that. And then we looked at other 
sources of patient data to see where transfers of data 
were likely to have taken place based upon the subject 
matter of the individual’s work and, to the best of our 
forensic expert’s ability, reconstruct not only which 
patients had patient health information, but also the 
type of patient health information, because it was not 
consistent across all patients.”

Now, MD Anderson is providing credit monitoring 
services to patients whose financial information was on 
the missing computer. 

At the time the break-in occurred, the institution 
was in the process of encrypting all devices. 

Now, this process has been accelerated.
“One of the things that happened as a result of this, 

we prioritized for any employees who have personal 
health information as part of their work on MD Anderson 
computers be prioritized for encryption,” Fontaine said. 
“And we have increased and contracted out and are 
running our encryption shop on a 24-hour, seven-days-
a-week basis.”
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Supreme Court
Decision Clears Individual Mandate
As a Tax, Not As a Regulation 
(Continued from page 1)

The individual mandate, which goes into effect in 
2014, was upheld under the federal powers to levy taxes. 
If a person does not purchase health insurance by 2014, 
they will incur a penalty to be collected by the IRS.

In a 193-page decision, the justices explained why 
they voted in favor of the individual mandate being 
constitutional. Justices Stephen Breyer, Ruth Bader-
Ginsburg, Elena Kagan, Sonia Sotomayor and Chief 
Justice Roberts voted with the majority. Justices Samuel 
Alito, Anthony Kennedy, Antonin Scalia, and Clarence 
Thomas dissented, saying that the Affordable Care Act 
should be struck down in its entirety.

Regarding the Commerce Clause, the court said 
that a mandate to purchase a product or service would 
create economic activity, rather than simply regulating 
economic activity—and that that was too broad of an 
interpretation of the powers given to Congress. People 
can still refuse to purchase health insurance, but they 
will have to pay a tax.

The  s econd  ma in  i s s ue  i n  t he  l aw’s 
constitutionality—the federally imposed expansion 
of Medicaid coverage—was upheld in principle, but 
the law’s power to enforce that measure and enact 
consequences was drastically narrowed.

The law, as it was written, offered federal funds 
to help states expand Medicaid coverage to all people 
under the age of 65 living below 133 percent of the 
poverty line—to help poorer individuals comply with 
the individual mandate. If states refused to expand 
their Medicaid coverage, they would forfeit all of their 
incoming federal Medicaid funding. 

The court said that coercion went too far—
however, a majority agreed that there was nothing wrong 
with the federal government offering funds to states 
to expand coverage. If the state accepts the additional 
funds, they will have to obey the Medicaid provisions 
in the healthcare law. But if they do not agree to expand 
their coverage, they will only forfeit the amount of 
additional money they would have received.

The federal government is offering to cover 
100 percent of the states’ expansion costs for the first 
few years, with that percentage gradually declining 
afterwards.

“Today’s decision was a victory for people all over 
this country whose lives are more secure because of 

this law,” said President Barack Obama after the ruling.
“I know the debate over this law has been 

divisive,” he said. “It should be pretty clear that I didn’t 
do this because it was good politics. I did it because I 
believe it is good for the country.”

Meanwhile, Republican Presidential Candidate 
Mitt Romney reiterated his opposition to the law: “What 
the court did not do on its last day of session, I will do 
on my first day if I am elected president of the United 
States. I will act to repeal Obamacare.”

Following the ruling, many Republicans have 
characterized the law as an unneeded raise in taxes, 
instead of a mandate, pointing the Supreme Court’s 
decision to treat the provision as a legal tax.

“The ruling is a victory for people with cancer and 
their families nationwide, who for decades have been 
denied health coverage, charged far more than they can 
afford for lifesaving care and forced to spend their life 
savings on necessary treatment, simply because they 
have a pre-existing condition,” said John Seffrin, CEO 
of the American Cancer Society and American Cancer 
Society Cancer Action Network.

Jeremy Lazarus, president of the American 
Medical Association, said, “The expanded healthcare 
coverage upheld by the Supreme Court will allow 
patients to see their doctors earlier rather than waiting 
for treatment until they are sicker and care is more 
expensive.”

“The decision upholds funding for important 
research on the effectiveness of drugs and treatments 
and protects expanded coverage for prevention and 
wellness care, which has already benefited about 54 
million Americans,” Lazarus said.

ASCO Statement
Sandra Swain, president of the American Society 

of Clinical Oncology, said that “although the Supreme 
Court’s recent decision largely upheld the Affordable 
Care Act, the national policy debate will continue 
over how to shape our health care system and provide 
Americans with access to health insurance in the future.”

“[ASCO] wishes to highlight some of the 
provisions that are critically important to the treatment 
and screening of cancer, and to help eliminate disparities 
in patients with cancer,” she said.

The provisions include:
• Protections for patient access to preventive 

screening for cancer. The ACA includes safeguards 
to provide coverage of preventive screenings for cancer 
(and other diseases) and to provide such coverage without 
charging copayments or coinsurance to individuals. The 
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ACA safeguards apply to private health care insurance, 
Medicare and Medicaid. Promoting access to preventive 
screenings is an obvious and important step that will 
save lives and improve the quality of care through earlier 
diagnosis and better outcomes.

• Protections to help vulnerable individuals 
with cancer secure and retain access to health 
care insurance. The ACA includes straightforward 
provisions that are critically important to provide 
cancer patients and cancer survivors with meaningful 
access to health care coverage. First, the ACA requires 
private insurers to allow individuals to remain covered 
under their parents’ health insurance plan until at least 
age 26. Second, the ACA eliminates lifetime caps on 
insurance coverage so that cancer patients who need 
repeated courses of treatment do not lose coverage 
merely because they have significant health care needs.

• Safeguards for individuals with cancer and 
other pre-existing conditions. The ACA ensures that 
individuals are not excluded from enrolling in a health 
insurance plan on the basis of pre-existing conditions, 
such as a history of cancer. Although we recognize 
the political debate over health reform has identified 
different approaches for addressing the issue of pre-
existing conditions, there appears to be widespread 
agreement that meaningful steps must be taken to protect 
individuals with pre-existing conditions who seek health 
insurance coverage.

• Protections for patient access to clinical trials. 
The ACA includes a safeguard to ensure that individuals 
with cancer and other life-threatening conditions 
are covered under private insurance if they and their 
physicians determine enrollment in a clinical trial (also 
known as a “clinical study”) is their best option. In 
many instances, clinical trials provide individuals with 
cancer the best chance for a successful outcome. The 
ACA safeguard for patients who need access to clinical 
trials is similar to a protection that already exists for 
Medicare beneficiaries.

“As the ongoing policy debate unfolds, ASCO 
will continue to work with policy makers to protect 
and retain these core patient safeguards that are critical 
to individuals who have cancer or who are at risk for 
cancer,” Swain said.

BIO Statement
“[The Biotechnology Industry Organization] will 

continue to work with relevant federal and state agencies 
to ensure implementation of the law in a manner that 
helps enable the U.S. biotech community’s continued 
development of lifesaving cures and other medical 

breakthroughs while expanding patient access to these 
critical cures, medicines and innovations,” said BIO 
President and CEO Jim Greenwood. “We will work to 
ensure that biotech researchers can continue to address 
the diseases of today while conducting the research and 
investment required to develop the advanced medicines 
and cures of tomorrow.

 “We also will continue our work with FDA to 
implement the bipartisan-backed biosimilars pathway 
that was enacted under the law. Specifically, we will 
advocate for implementation approaches that ensure 
patient safety, expand patient access and competition, 
and provide necessary and fair incentives that will help 
spur continued biomedical breakthroughs.”

Patient Groups
“We are relieved that patient protections in the 

Affordable Care Act will remain in effect, thanks to 
today’s Supreme Court ruling” said Cara Tenenbaum, 
vice president for policy and external affairs for The 
Ovarian Cancer National Alliance. “Women with 
ovarian cancer benefit from a number of provisions 
in this law, including the elimination of lifetime and 
annual limits on benefits, the guarantee that insurance 
companies will issue coverage and prohibitions on 
denying coverage due to pre-existing conditions. These 
provisions will help ensure that women diagnosed with 
or at risk of developing ovarian cancer have access to 
the health care services they need.”

Meanwhile, “we at NCCS are committed to 
working with policy-makers for the full implementation 
of the Affordable Care Act,” said Ellen Stovall, senior 
health policy advisor at National Coalition for Cancer 
Survivorship. “We will be pressing for the definition of 
an essential health benefits package that meets the needs 
of cancer patients and for steady progress toward health 
care delivery reforms and improvements in healthcare 
quality that are encouraged by the health reform law.”

In a statement, the National Breast Cancer 
Coalition said: “Today we applaud the Supreme Court’s 
decision affirming the constitutionality of the Affordable 
Care Act and consider it a victory for breast cancer 
survivors and all those at risk of the disease.  While not 
perfect, the ACA offers true protection from many of 
the shortcomings of the health care system and marks an 
important step forward toward quality health care for all.  

“Access to quality health care is vital in order to 
reach the Breast Cancer Deadline 2020 goal of ending 
breast cancer by January 1, 2020.  The Supreme Court’s 
decision today provides momentum toward this goal.”



The Cancer Letter • June 29, 2012
Vol. 38 No. 26 • Page 6

Despite all the betting that Associate Justice 
Kennedy held the ACA’s fate in his hands, it was Chief 
Justice John Roberts who found a way to thread a 
judicial needle and uphold the law’s major tenet, the 
individual mandate. Chief Justice Roberts did so without 
bending his judicial philosophy to political pressure. In 
short, he found a way to do the right thing. 

The right thing was not the ruling one way or the 
other. The right thing was consenting to the people’s 
elected representatives, allowing them to alter the 
manner in which over one-sixth of the country’s 
commerce is paid for—and doing so without invoking 
the Commerce Clause of the Constitution, or any of 
the other enumerated powers, as to render the ACA 
unconstitutional.

Roberts stated, “it is not our job to protect the 
people from the consequences of their political choice.” 

He agreed with his conservative brethren that the 
Constitution does not give Congress the power to regulate 
economic inactivity (i.e., not buying something—be it 
insurance or broccoli). However, by calling the penalty 
(also known as the shared responsibility payment) a 
tax on those without health insurance, and confirming 
what we all know—that the power to tax lies with the 
Congress—he allowed the individual mandate to stand.

The Chief Justice found this way because, as was 
written before him, “every reasonable construction 
must be resorted to, in order to save a statute from 
unconstitutionality” (Hooper v. California).

I am still pushing my way through the almost 
200 pages of the decision, but the Roberts section 
is brilliantly written and logically presented. The 
references are extensive and the language is clear as 
well as erudite. I urge everyone to read it.

This is a great day for America, because one man, 
John Roberts, did exactly what he said he would do 
at his confirmation hearing. He acted as the umpire, 
calling balls and strikes. He did not insert himself into 
the political line-up. If this were December 28, instead 
of June 28, I would say he’s Time’s Man of the Year 
and maybe Sports Illustrated’s as well, for staying out 
of the game. 

A note of caution must also be injected into the 
elation of those who supported the ACA and were certain 
of its constitutionality. 

The Court also ruled that threatening a state with 
the loss of all current as well as future Medicaid federal 
funds if the state does not implement the full expansion 
of Medicaid coverage as described in the ACA was 
unconstitutional. This leaves the door open for states 
to walk away from the expansion, but maintain their 
current federal allotment and limited level of support for 
those who currently receive Medicaid (pregnant women, 
children, needy families, the blind, the elderly and the 
disabled, but not childless adults living in poverty).

For those of us in Texas, with 6 million uninsured, 
many of whom do not qualify for Medicaid now, but 
would under the expansion that is part of the ACA, this 
is most concerning.

As an oncologist, why do I say that?
I just have trouble after 35 years in the academic 

oncology business seeing people die unnecessarily 
simply because they have no access to mammography, 
colonoscopy, Pap smears and smoking cessation 
programs.

Obviously we don’t know everything we need to 
know to cure cancer—or have even identified the best 
route to pursue this ultimate goal. But we know a lot 
about what can prevent it or detect cancer early.

Everyone who needs these prevention, screening 
and educational strategies—many of which do not 
require a physician to implement—should have access 
to them. This could really lessen the incidence of cancer 
and surely lower the cancer death rate, and could do so 
far faster than sequencing the genomes of metastatic 
malignant tumors. The Medicaid expansion would 
save lives, but it can no longer be presumed that this 
expansion will be implemented everywhere.

But for today, let’s enjoy another demonstration 
of the brilliance of the political system established by 
the Framers. Sometimes, the magic works! Thanks 
Mr. Chief Justice for being a man of your word and 
having the courage, as well as the intelligence, to lead 
us forward.

Leonard Zwelling is a professor of medicine and 
pharmacology at MD Anderson Cancer Center and is a 
former Robert Wood Johnson Foundation Health Policy 
fellow who served on the staff of the US Senate Health, 
Education, Labor and Pensions Committee during the 
initial phases of the health care reform debate. This is 
his opinion alone.

Guest Editorial
States Will Not Be Forced
Into Medicaid Expansion
(Continued from page 1)

Follow us on Twitter: @TheCancerLetter
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In Brief
Georgetown Receives $6.1 mil
For Disparities Center & Research

GEORGETOWN UNIVERSITY MEDICAL 
CENTER received a five-year, $6.1 million grant from 
the National Institute on Minority Health and Health 
Disparities to establish the Center of Excellence for 
Health Disparities in Our Nation’s Capital. 

The center’s mission is to eliminate or dramatically 
reduce health disparities with a particular focus on 
minority populations in Washington, D.C.

The African American population is the largest 
minority population within the District of Columbia and 
is disproportionately affected by chronic diseases. The 
center will conduct health disparities research in breast 
cancer and stroke. Washington has the highest rate of 
breast cancer deaths in the country, and stroke is the 
fourth leading cause of death.

The grant includes support for collaboration 
with Howard University, which has a commitment to 
minority populations. Georgetown and Howard have 
an existing partnership—the Georgetown-Howard 
Universities Center for Clinical and Translational 
Science, which was established in 2010 through a 
Clinical and Translational Science Award from NIH.

“We know we can make immediate inroads 
toward reducing health disparities in breast cancer and 
stroke because of our previous work in these areas,” 
explains Lucile Adams-Campbell, associate dean for 
community health and outreach for GUMC, and co-
principal investigator of the grant. “We have bridges in 
place, we have research-based, culturally appropriate 
evidence to guide our efforts and now we have NIH 
funding to help expand our delivery capabilities.” 
Adams-Campbell is also associate director for Minority 
Health and Health Disparities Research at Georgetown 
Lombardi Comprehensive Cancer Center.

Adams-Campbell recently opened a community-
based office with on-site nutritionists, exercise 
physiologists and exercise physiology and “exergaming” 
labs. All are available in the Southeast Washington, DC 
location to directly engage minority and underserved 
populations.

An additional goal of the center is to promote careers 
in minority health research by creating educational and 
training programs. Training and education will include 
targeted mentorship to postdoctoral and junior faculty 
colleagues to help them advance their research interests. 
A significant focus will also include embedding cultural 
and linguistic competence in its program goals.

THE UNIVERSITY OF CALIFORNIA DAVIS 
Health System will partner with the California 
Department of Public Health to run the daily 
operations of the California Cancer Registry.

Kenneth Kizer, director of the Institute for 
Population Health Improvement at the university health 
system will lead the partnership. As a past director of 
the former California Department of Health Services, 
he led efforts to obtain the legislation authorizing 
statewide cancer reporting in 1986 and then oversaw 
the implementation of the statewide California Cancer 
Registry.

California’s statewide population-based cancer 
surveillance system contains information on more than 
4 million cancer cases diagnosed since 1988, including 
patient demographics, cancer type, extent of disease at 
diagnosis, treatment and survival information. 

The registry is a collaborative effort among the 
California Department of Public Health and its Cancer 
Surveillance and Research Branch, the state’s eight 
regional cancer registries, health-care providers and 
cancer researchers throughout the state and nationally. 
Until now, the registry has been operated by the Public 
Health Institute.

Through the new partnership with UC Davis, IPHI 
will take the lead in collecting, analyzing, interpreting 
and disseminating information on cancer incidence and 
mortality for the state. 

Working with the state public health department 
and cancer surveillance branch, IPHI and UC Davis 
Health System staff will monitor the incidence and 
mortality of specific cancers over time and analyze 
differential cancer risks, cancer by geographic region, 
age, race/ethnicity, sex and other social characteristics 
of the population. 

They also will gather cancer data through the 
registry and work with researchers on special projects 
related to the etiology, treatment, risk factors and 
prevention of specific cancers.

SUTTER HEALTH plans to invest $20 million 
over the next three years to fund its research, development 
and dissemination program. In addition, Walter Stewart 
and Joshua Liberman will join the research team.

Stewart will become the team’s vice president and 
chief research and development officer. He is an adjunct 
professor at Johns Hopkins Bloomberg School of Public 
Health, and founded and directed the Geisinger Center 
for Health Research. He also helped create the research 
company IMR. 

Liberman, joins the team as executive director of 
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FDA News
FDA Warns of Zofran Dosing
Causing Torsades de Pointes

research and development operations. Liberman was 
also a founder of IMR.

The research team will focus on inventing and 
launching new products; and developing, testing and 
disseminating care solutions.

Martin Brotman, senior vice president of 
education, research and philanthropy will oversee the 
program. He was formerly CEO of the Sutter-affiliated 
California Pacific Medical Center and most recently 
president of Sutter’s West Bay Region. 

Sutter Health's existing research enterprises 
include the California Pacific Medical Center Research 
Institute, the Palo Alto Medical Foundation Research 
Institute, Sutter Health Institute for Research and 
Education in San Francisco, Sutter Institute for Medical 
Research in Sacramento and The Jordan Research, 
Education and Institute in Berkeley.

VELOS INC. released Velos Aversi, an iPad 
app for clinicians in oncology and bone marrow 
transplantation.

Velos Aversi is designed to record, track, and 
export patient adverse events and Graft-Versus-Host 
Disease at point-of-care in hospital and ambulatory care 
settings. With a few touches, clinicians, physicians, and 
research nurses can review and manage their patients' 
AE and GVHD histories anytime, anywhere. 

The app allows for more accurate attribution and 
reduces transcription errors that can occur when AE 
data entry is delayed. Direct and immediate input by 
clinicians saves time and ensures the quality of the 
record, particularly when grading events. 

Reliance on static, unconnected documents and 
systems to record AEs and GVHD in clinical trials and 
after transplants has been costly in terms of missed 
events, failure to record, multiple duplicate records, 
variations on scale or grade, and the need to review 
multiple streams of data prior to recording an event.

Velos Aversi uses pre-loaded AE or GVHD scores 
from previous patient encounters and combined data 
collection for AEs and GVHD. 

FDA published a Drug Safety Communication 
regarding preliminary results from a completed clinical 
study suggesting that a 32 mg single intravenous dose 
of ondansetron (Zofran, ondansetron hydrochloride, 
and generics) may affect the electrical activity of the 
heart, specifically QT interval prolongation, which 
could pre-dispose patients to develop an abnormal 
and potentially fatal heart rhythm known as Torsades 
de Pointes.

GlaxoSmithKline announced changes to the 
Zofran drug label to remove the 32 mg single 
intravenous dose. The updated label will state that 
ondansetron can continue to be used in adults and 
children with chemotherapy-induced nausea and 
vomiting at the lower intravenous dose recommended 
in the drug label, a dose of 0.15 mg/kg administered 
every 4 hours for three doses; however, no single 
intravenous dose should exceed 16 mg. 

Information from the new clinical study will be 
included in the updated drug label.

Ondansetron is in a class of medications called 
5-HT3 receptor antagonists. It is used to prevent nausea 
and vomiting caused by cancer chemotherapy, radiation 
therapy and surgery. According to the agency, FDA 
will evaluate the final study results when available, 
and will work with GSK to explore an alternative 
single dose regimen that is both safe and effective for 
the prevention of chemotherapy-induced nausea and 
vomiting in adults.

The new information on QT prolongation does 
not change any of the recommended oral dosing 
regimens for ondansetron. It also does not change 
the recommended lower dose intravenous dosing of 
ondansetron to prevent post-operative nausea and 
vomiting.

Patients who may be at particular risk for 
QT prolongation with ondansentron are those with 
congenital long QT syndrome, congestive heart failure, 
bradyarrhythmias, or patients taking concomitant 
medications that prolong the QT interval. Electrolyte 
abnormalities (e.g., hypokalemia or hypomagnesemia) 
should be corrected prior to the infusion of ondansetron.

The full notice and additional information can be 
found here: http://1.usa.gov/NKQpEo.
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