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A

lthough there has been progress in the clinical development of new antimicrobial agents against resistant
Gram-negative bacteria, there are still none active against panresistant Gram-negative bacteria.
In its 10 x '20 campaign, the Infectious Diseases Society of America (IDSA) has set a goal of developing 10
effective and safe systemic antimicrobial agents by 2020.
Helen Boucher, MD, associate professor of medicine in the division of geographic medicine and infectious
diseases and director of the infectious diseases fellowship program at Tufts University School of Medicine in
Boston, Massachusetts, described the campaign here at the IDSA 49th Annual Meeting.
In a 2009 survey, no development-stage antimicrobial with a purely Gram-negative spectrum of activity had
reached phase 2 clinical testing.
Infections that are resistant to all current antibiotics are occurring more often. The situation is now dire
because several large pharmaceutical companies have ended the research and development of any new
antimicrobials. Since the 2009 report, only telavancin and ceftaroline fosamil have reached the market.
After a recent literature review, the use of the clinical trials registry, and interviews with pharmaceutical
leaders, Dr. Boucher and colleagues have found that there are 9 intravenous compounds active against
Gram-negative bacteria in development: 1 â-lactamase inhibitor combination in a phase 3 study of complicated urinary tract infections (cUTI), and 8 compounds (3 â-lactamase inhibitor combinations) in phase 2
studies to treat acute bacterial skin and skin structure infections, cUTI, and/or complicated intraabdominal
infections. There are other compounds in phase 1 or preclinical development.
Only a few of the 9 compounds are active against the worst pathogens, such as Acinetobacter baumannii and
Pseudomonas aeruginosa. Two of the compounds in phase 2 testing have novel mechanisms of action. One
is a transfer RNA synthetase inhibitor and the other is a peptide mimetic. However, novel mechanisms of
action raise safety concerns.
The investigators found no ongoing studies of antimicrobials to treat community-acquired bacterial pneumonia, hospital-acquired bacterial pneumonia/ventilator-associated bacterial pneumonia, or bloodstream infections — all among the most dangerous infections that physicians treat and with the most severely limited
therapeutic options.
"We all know that with antibiotics, attrition happens, even in the later stages of development, so we can't count
on getting all or even the majority of these 9 compounds to market. Further, and very importantly, none of
these drugs is available today, and our patients need new drugs now," Dr. Boucher said in a news
conference. "In a nutshell, our survey demonstrates tangible progress in the clinical development of new
antibiotics that target infections caused by resistant Gram-negative bacilli."
If some of these compounds are approved by the US Food and Drug Administration (FDA), it is reasonable
to think that the first ones could enter the market in about 4 years, she noted.
Progress and clarification of FDA regulatory clinical trial guidances, which pharmaceutical companies
currently identify as a major disincentive for antibiotic development, will be needed to encourage a richer drug
development environment. There will also have to be fair and appropriate economic incentives for small and
large pharmaceutical companies.
Continued on Page 2
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James Hughes, MD, professor of medicine and public health and director of the program in global infectious
diseases at the Emory University School of Medicine in Atlanta, Georgia, and president of the IDSA, said that
antimicrobial resistance "is a problem at the national level and at the local level. It's a problem for patients, it's
a problem for clinicians, and it's a problem for other health officials." The problems are in the drug
development pipeline and in terms of shortages of drugs that are currently approved for use. "We face the
threat of returning to the preantibiotic era," Dr. Hughes warned. "We're facing a market failure and an
innovation gap."
He also said that, hand-in-hand with the development of antimicrobials, there is a need for rapid point-of-care
diagnostics to facilitate physicians' decisions about the selection of appropriate antibiotics to treat patients.
Source: Daniel M. Keller, PhD; Medscape. com

Study: More Transparency Needed to Enable Nurses to Disclose
Errors in Nursing Homes

N

ursing homes need to improve communications processes and policies to make it easier for nurses to
disclose errors, according to researchers of a unique new study. The researchers say their findings have
implications for nursing policy and education, as well as resident safety.
“Our study, the first to systematically explore nurses' perceptions toward error disclosure to nursing residents
and families, underscores the importance that further efforts need to occur for error reporting and disclosure
to be less difficult for nurses,” said Laura M. Wagner, PhD, RN, GNP-BC, assistant professor of nursing at
New York University College of Nursing. “Our research highlights the need for nursing homes to improve
communication processes and policies, ultimately rendering a culture of safety in nursing homes.”
Investigators found that nurses' personal experience and level of education are more likely to influence error
disclosure rather than other factors, such as the institutional culture. The NYU investigators conducted the
cross-sectional study of 1,180 registered nurses and registered practical nurses in Ontario using mailed
surveys.
Investigators point out that while there is increased attention given to the reporting of harmful errors, almost
one-third of the respondents were less likely to disclose if they believed they might be sued or reprimanded.
Respondents said they thought current efforts toward supporting and educating nurses who might report
errors were inadequate.
Source: McKnights.com

Uniforms Harboring Drug-Resistant Bugs

M

ore than 60% of healthcare workers' uniforms
tested positive for multidrug-resistant pathogens,
according to new study findings.
Investigators, who did their research in a hospital,
collected swab samples from three parts of
registered nurses' uniforms: the abdominal zone,
sleeve ends and pockets. They found that 65% of
RN uniforms harbored pathogens. From this group,
21 cultures from nurse uniforms contained
multidrug-resistant pathogens, including eight
cultures with methicillin-resistant staphylococcus
aureus.
The researchers, led by Yonit Wiener-Well, M.D., of
the Infectious Disease Unit at Shaare Zedek Medical
Center in Jerusalem, said that although the uniforms
don't carry a direct risk of transmission, results

indicate a prevalence of antibiotic resistance that is
too close for comfort. Infection is the most common
cause of hospital admission and death for long-term
care residents, according to the World Health
Organization.
Russell Olmsted, president of the Association for
Professionals
in
Infection
Control
and
Epidemiology, cautioned that more study is needed.
“Any clothing that is worn by humans will become
contaminated with micro-organisms,” he said. “The
cornerstone of infection prevention remains the use
of hand hygiene to prevent the movement of
microbes from these surfaces to patients.”

Source: Mary Gustafson; McKnights.com
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T

he US Food and Drug Administration (FDA) announced today that it is now
investigating postmarketing reports of serious bleeding events in patients taking
dabigatran etexilate (Pradaxa, Boehringer Ingelheim). "FDA is working to determine
whether the reports of bleeding in patients taking Pradaxa are occurring more commonly than would be
expected, based on observations in the large clinical trial that supported the approval of Pradaxa," according to
the drug safety communication issued by the agency. That large clinical trial is RE-LY. As reported previously
by heartwire , rates of fatal bleeding were numerically lower with the higher dose tested in the trial--150 mg twice
daily--at 0.23% per year (230 per 100 000 patient-years) compared with warfarin at 0.33% per year (330 per
100 000 patient-years). Life-threatening bleeds were more common, numerically, in the 150-mg group than in
the 110-mg group tested in the trial. The 110-mg dose was not approved by the FDA, although it is on other
worldwide markets. Bleeding events with dabigatran have already prompted safety advisories in Japan and
Australia and have led to labeling updates in Europe and the US focusing on the need for monitoring renal
function. In November, Boehringer Ingelheim confirmed that between March 2008 and October 31, 2011 there
were 260 fatal bleeding events worldwide.
The FDA said it will inform the public and clinicians about any new information about bleeding risks when it
becomes available. In the meantime, the agency said it believes the anticoagulant provides an important health
benefit when used as directed and that patients taking dabigatran should not stop taking the drug without talking
to their doctor.
Source: Michael O'Riordan; Medscape. com

MANAGEMENT

I

f you suffer from chronic pain, then you are now in the company of 116 million other
Americans according to a recent report by the Institute of Medicine. This is by far the
largest number that has been assigned to the chronic pain community in fifteen years.
With so many now affected, this suggests that we are in the middle of a chronic pain epidemic. Chronic pain
should now be considered one of the major chronic diseases of our modern society, along with things like heart
disease and diabetes.
This brings us to the million dollar question of why? In other words, why is the incidence of chronic pain on the
rise and now affecting so many people?
We can find some of the answers if we look carefully at the changes that have occurred in our society during this
same time period. Such changes, spurred by the evolution of technology, have had a big impact on lifestyle
behaviors. For starters, we move less and we move differently than our previous generations. Innovations like
cars, computers, and cell phones mean more of us can live and work in a primarily sedentary fashion. As a result,
we burn fewer calories each day and we don’t use many of the muscles that we used to need for survival
resulting in wholesale changes to our bodies.
Computers were not a regular part of peoples’ lives until the 1990s. Our bodies were not made to sit and work
on a keyboard all day long, yet that is precisely what many of us now do. This ultimately has a big impact on the
muscles and joints that support our necks, shoulders, and backs, and at the same time requires very little input
from our lower halves. This also requires us to be indoors more, which means more of us are now vitamin D
deficient (also a risk factor for chronic pain).
Diets have also changed over the last few decades. We eat more processed foods containing products with
high-fructose corn syrup and trans fats, while consuming less fruits, vegetables, and whole-grains. Such dietary
changes mean consuming more harmful pro-inflammatory food products and an overall increase in calorie
consumption compared to past generations. The end result of all of these changes is that people are getting
larger and larger. At one time, the obesity rate in the U.S. was relatively low, but it has recently shot up to 30%
and is projected to hit 50% by 2030. Even small increases in body weight can cause big increases in force
exerted onto the spine and knee joints, and that translates into more degeneration and more pain. On top of that,
abdominal fat cells have been found to increase the secretion of inflammatory mediators.
Continued on Page 4
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A number of recent studies have shown strong correlations between chronic pain and lifestyle factors like
obesity and smoking. If people have been smoking for decades, then why would smoking all of a sudden be
associated with chronic pain? I think this has to do with our increased longevity. Certain lifestyle habits may not
have a big impact on how we feel in middle age, but could have a big impact on our quality of life as we grow
older.
As more of us continue to live longer, it becomes imperative that we adopt strategies to diminish the impact pain
can have on the quality of our lives. If we want to successfully fight this rise in chronic pain, then we need to look
at how technological changes have directly led to lifestyle shifts and find ways to offset or counter-balance these
changes so we can all have a better chance of feeling well at any age.
Source: WebMD.com; Peter Abaci, MD

Reconciliation Practices Can Cut Injuries

T

here are approximately 800,000 injuries per year in long-term care facilities due to medication reconciliation
errors made during transitions of care, according to a new study. Older adults with chronic conditions often get
lost in the shuffle as they are shuttled between emergency departments, nursing homes, short-term
rehabilitation facilities and their own homes, a study published in the Annals of Long-Term Care finds. Patients
with low health literacy or cognitive decline are particularly susceptible to such errors. The authors identified a
series of best practices to help long-term care facilities manage medication discrepancies. The first step, they
write, is obtaining a list of medications a resident was on prior to a hospital or nursing home admission. This is
particularly important if the patient is taking more than one medication from the same drug class. This includes
knowing if the patient was taking additional vitamins, herbal supplements or over-the-counter medications. The
authors also advise nurses to use a “teach-back” method when discharging a resident. This involves the
resident repeating instructions back to the nurse to assess patient understanding.
Source: Mary Gustafson; McKnights.com

UPDATES

A

s you get older, the risks of serious conditions like heart disease grow. The good news
is that omega-3s have their best established benefits in people of this age group.
Heart health. “Omega-3s have enormous benefits from a cardiovascular standpoint,” says Erminia M. Guarneri,
MD, a cardiologist and medical director of the Scripps Center for Integrative Medicine. Not only do they help
prevent problems in healthy people, they also cut the risk of complications and death in people who already have
heart disease. Omega-3s seem to help keep the heart rhythm steady. One study found that people who had
already had a heart attack and took fish oil had a 45% decrease in the risk of heart-related death. Fish and fish
oil also seem to slow down arteriosclerosis and lower the risk of strokes.
Triglycerides. The omega-3s -- DHA and EPA -- can slash triglyceride levels by 20% to 50%. The effect seems
to depend on the amount, so your doctor might recommend fairly high doses. The effects of omega-3s on other
types of cholesterol are less clear.
Rheumatoid arthritis. While the evidence isn’t conclusive, a number of studies have found that fish oil can
reduce rheumatoid arthritis symptoms, like morning stiffness and pain. High doses – of 3 to 4 grams -- may be
necessary. No one should be on such a large dose without the supervision of a doctor.
Osteoporosis. Studies have found that people who eat higher levels of fatty fish than average have greater
bone density in the hip. One study found that fish oil – in combination with calcium and primrose oil – increased
bone density in older people with osteoporosis.
Memory, dementia, and Alzheimer’s disease. Several studies have found that diets high in fatty fish may help
prevent memory loss and lower the risk of dementia in older people. However, other studies have not found a
benefit. Recent studies have also evaluated whether the
omega-3 supplement DHA can slow the decline seen in people
with Alzheimer's dementia or in age-associated memory
impairment. One recent study showed that DHA can be a
beneficial supplement and may have a positive effect on
gradual memory loss associated with aging. Source: WebMD.com

