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Message from the Executive Director
Thanks to the hard work of the many members of the DCRI team,
we’ll be able to keep sharing our success stories with you for a
very long time to come.

One of the most enjoyable aspects of life at the DCRI is working
with people dedicated to making a meaningful difference in clinical
research and health care. It certainly “takes a village” to achieve
the successes that we have seen. Recently, many of our faculty and
staff were recognized for their efforts, and now we are sharing
those accolades with you.
In this edition of the DCRI Newsletter, you’ll learn about some of
our award-winning presentations at this year’s Scientific Sessions
of the American College of Cardiology in San Diego, California.
You’ll also find out how the Pediatric Trials Network has already
changed the way antibiotics are prescribed to very young
children and how DCRI investigators are winning the battle
against hepatitis C.

Eric D. Peterson, MD, MPH
Executive Director
Duke Clinical Research Institute
Professor of Medicine, Cardiology
Fred Cobb Distinguished Professor
of Medicine

Of course, even as we appreciate past accomplishments, we
are always looking to the future, trying to push the limits with
new projects. One such effort is the Supporting Open Access to
clinical trials data for Researchers (SOAR) initiative, an innovative
partnership with industry that is designed to increase transparency
in clinical trials. The new Duke Center for Community and
Population Health Improvement, meanwhile, aims to improve
collaboration with community partners and end health inequities
across the Southeast.
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UPCOMING EVENTS

The DCRI was well represented
at this year’s Scientific Sessions
of the American College of
Cardiology, held in San Diego.
Duke faculty and fellows
contributed to 139 presentations at the conference,
including 8 late-breaking clinical trials sessions.
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“The strength of our study is that it provides
a real-world assessment of how testing in
patients with chest pain has an impact on
the subsequent health of patients with
chest pain.”

One of these late-breaking sessions featured the PROMISE trial.
That trial, led by Pamela Douglas, MD, was the first to directly
compare a new type of computerized tomography (CT) scan with
the traditional stress test. The study found that patients with chest
pain have similar rates of heart attacks and other major cardiac
events within two years regardless of which method was used.
“The strength of our study is that it provides a real-world
assessment of how testing in patients with chest pain has an
impact on the subsequent health of patients with chest pain,”
Douglas said.

Pamela Douglas, MD
Director of Imaging

Continued on page 2
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“On one hand, this is a negative trial, but we learned a lot from it
and will learn more from additional analyses,” said John Alexander,
MD, one of REGULATE-PCI’s principal investigators. “We still have
more to learn about why we did not see better efficacy and/or less
bleeding and learn about the mechanism behind these unexpected
allergic reactions.”

Continued from page 1
“We have had very little high-quality evidence to guide
decision-making for how best to evaluate these patients. This
study provides new assurance for patients and their physicians
that both methods result in low rates of serious outcomes—
around 3 percent over two years—and that’s great news.”

DCRI fellows also made a number of notable presentations. Paul
Hess, MD, won Best Poster and Best Fellow in Training awards for
his study of implantable cardioverter-defibrillator counseling for
heart failure patients.

Daniel Mark, MD, conducted a secondary economic analysis of the
trial, which found that the long-term costs of the new CT scan and
the traditional stress test were about the same.

“On one hand, this is a negative trial,
but we learned a lot from it and will learn
more from additional analyses.”

DCRI faculty contributed
to another late-breaking
clinical trial, REGULATE-PCI,
which analyzed the safety
and efficiency of the REG1
anticoagulation system in patients undergoing percutaneous
coronary intervention (PCI). Although the sponsor terminated
the study early after some patients experienced severe allergic
reactions, the researchers were able to conclude that REG1 was
associated with similar efficacy and more bleeding compared with
bivalirudin in PCI patients.

John Alexander, MD, MHS
Director of Cardiovascular Research

Not Too Little, Not Too Much

Researchers were also interested in determining how safe the
drug is for very young infants, especially when compared with
imipenem, another broad-spectrum antimicrobial drug closely
related to meropenem.

A study DCRI researchers conducted
for the Pediatric Trials Network (PTN)
has led to the relabeling of a widely
used antibiotic.

“We didn’t know how to dose it correctly, and as it turns
out, we’ve been dosing it too low,” Benjamin said. “This study
was an important step in putting solid data behind infant
dosing regimens.”

Meropenem is a broad-spectrum
antibiotic used in the treatment of
many kinds of infections, including
urinary tract, skin, bone, and stomach infections. It is approved
for use in adults and older children and has long been prescribed
for infants younger than three months despite a lack of data
about the effects of the drug on these patients.

Continued on page 3

“This study was an important step in putting
solid data behind infant dosing regimens.”

The PTN was established in part to promote and support the
studies needed to fill these gaps in the scientific literature. One
of the first such studies was conducted by the DCRI’s Daniel
Benjamin, Jr., MD, MPH, PhD; P. Brian Smith, MD, MHS, MPH;
Michael Cohen-Wolkowiez, MD; and colleagues from other
institutions. Its purpose was to determine the optimal dosing
regimen for meropenem in infants younger than 90 days old.

Daniel Benjamin, Jr., MD, MPH, PhD
Chairman, Pediatric Trials Network
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“Everyone did tremendous work in interfacing with the FDA
and seeing this process through to the end,” he said.

Continued from page 2

More labeling changes will be on the way, Benjamin said. Data
from PTN studies on hydroxyurea, fluconazole, acyclovir, and other
drugs are currently being evaluated by the FDA. These kinds of
changes will have meaningful effects for very sick infants and their
families, he added.

The study found that meropenem
as dosed in the study is a safe alternative
to imipenem for young infants with intraabdominal infections. In December 2014,
the U.S. Food and Drug Administration
(FDA) changed the label for meropenem
as a result of these findings.

“It’s lifesaving work,” he said.

Benjamin credited the PTN team as well as the DCRI’s Regulatory
Services group with making the label change possible.

The Power of Three

For this reason, Americans born between 1945 and 1965—baby
boomers—should automatically be tested, he urged.
A 12-week dose of an investigational
three-drug hepatitis C combination
cleared the virus in 93 percent of
patients with liver cirrhosis who
hadn’t previously been treated,
according to a new study led by
the DCRI’s Andrew Muir, MD, MHS.

For most of the past 20 years, therapies for hepatitis C relied on
interferon drugs, which require regular injections for as long as
one year and trigger miserable, flu-like side effects that prompt
many patients to quit the regimen. Some patients aren’t eligible
for this treatment if they have anemia, low platelets, or other
conditions, Muir said.

Bristol-Myers Squibb funded the trial of the combination of three
drugs—daclatasvir, asunaprevir, and beclabuvir. None of the three
drugs are approved by the FDA, but daclatasvir is currently under
review by the FDA. DCRI researchers collaborated on the design
and analysis of the trial and authored the findings.

“The development of interferon-free
treatments has been a tremendous step
forward in the standard of care.”

The trial recruited patients with hepatitis C-related cirrhosis,
or scarring of the liver, 112 of whom had not previously been
treated for hepatitis C, and 90 whom had previous unsuccessful
therapies. For those with past failed therapies and potential
resistance, the drugs were slightly less successful, eliminating
the virus in 87 percent of patients.

Andrew Muir, MD, MHS
Director of Heptology/Gastroenterology
Research

“Those with more advanced disease were unlikely to tolerate
interferons, and many patients would decide against even getting
treatment,” Muir said. “For those who could tolerate it, it was only
moderately effective.”

However, for those with past failed therapies, incorporating a
fourth drug, ribavirin, appeared to enhance results. Ribavirin is
a commonly used hepatitis C treatment. When added to the
investigational regimen, success rates in previously treated patients
reached 93 percent—on par with those receiving treatment for the
first time.

Since late 2013, several drug companies have released new,
interferon-free regimens. In many cases, these have proven to be
more effective than previous treatments.

No vaccine has been developed to protect patients from the
hepatitis C virus, which is spread through blood and can lead to
liver failure and death if untreated. Most who are infected don’t
know they have the disease until they have symptoms and have
already sustained liver damage, Muir said.

“The development of interferon-free treatments has been a
tremendous step forward in the standard of care,” Muir said.
“These drugs are highly effective and well tolerated by patients
at all stages of liver disease.”
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“We believe our commitment to providing
broader, more timely access to clinical trial
information through this collaboration with
the Duke Clinical Research Institute can
serve as a model for strengthening public
confidence in medicines.”

The DCRI has entered into a novel
collaboration with Bristol-Myers
Squibb (BMS) to promote open
access to clinical information
from company-sponsored studies.
The collaboration, Supporting Open Access to clinical trials data
for Researchers (SOAR), is designed to support BMS’s expanded
transparency and leverage existing resources to advance scientific
discovery and improve public health. BMS’s efforts will expand
access to a broader set of clinical trial information from in-scope
company-sponsored studies and enable an independent scientific review through DCRI of requests from researchers that meet
pre-specified requirements. The DCRI will also review the final
manuscripts produced from the data for scientific integrity and
consistency with the original proposed work.

Francis Cuss, MB BChir, FRCP
Executive Vice President and
Chief Scientific Officer of BMS

Researchers may request clinical trial data on any BMS-sponsored
interventional studies on medicines approved in the United States
and/or European Union and completed after January 2008.
Requests will be submitted through a BMS-hosted website, which
will be forwarded to the DCRI for review by the independent
scientific review committee.

“We are excited to be a part of this important
initiative, helping not only increase research
transparency but also promote its quality.”

“We recognize the challenges faced by
industry when deciding to make data
available for secondary analysis. We applaud
BMS’s efforts toward greater transparency.”

Michael J. Pencina, PhD
Director of DCRI Biostatistics

DCRI Executive Director Eric Peterson, MD, MPH, and Director of
Biostatistics Michael Pencina, PhD, will oversee the independent
review process.

Eric Peterson, MD, MPH,
DCRI Executive Director

“This program is a great leap forward for open science and is
highly consistent with the DCRI’s mission to develop and share
knowledge that improves the care of patients around the world
through innovative clinical research,” Peterson said.

The SOAR committee will include experts in biostatistics, research
ethics, patient privacy, and the clinical specialty of the research.
Proposals will be evaluated based on their scientific rationale as
well as their analysis plans. The website will include a public listing
of the members of the review committee, all proposals, and
summary statements from reviews.

“We are excited to be a part of this important initiative,
helping not only increase research transparency but also
promote its quality,” Pencina said.
“We believe our commitment to providing broader, more timely
access to clinical trial information through this collaboration with
the Duke Clinical Research Institute can serve as a model for
strengthening public confidence in medicines, as well as advancing
science and improving public health,” said Francis Cuss, MB BChir,
FRCP, executive vice president and chief scientific officer of BMS.

“We recognize the challenges faced by industry when deciding
to make data available for secondary analysis,” Peterson said.
“We applaud BMS’s efforts toward greater transparency.”
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“Community and population health
research and implementation is a team
effort, and the center brings together
health practitioners and investigators from
multiple sources.”

The Duke Center for Community
and Population Health Improvement
is designed to foster collaboration
among community partners,
researchers, and health system
leaders. The new center seeks to
decrease health inequities in the Southeast and across the country
through studies designed to intervene at both the individual and
community levels. The center’s goal is to better understand how
to sustain improvements in community and population health over
the long term.

Ebony Boulware, MD
Director, Duke Center for Community
and Population Health Improvement

The center, led by Ebony Boulware, MD, will work closely with
community partners to build upon the success of ongoing
Duke projects such as the MURDOCK Study in Kannapolis, the
Durham Diabetes Coalition, and the Southeastern Diabetes
Initiative. Boulware is the chief of the Division of General Internal
Medicine at Duke, and the contact principal investigator for Duke’s
Clinical and Translational Science Award (CTSA).

Investigators will use these anonymized data to build hypotheses,
conduct long-term studies in large populations, compare the
effectiveness of treatments, and identify opportunities for
interventions. The database will also provide information for
communities to assess health needs and set priorities.

“Community and population health research and implementation
is a team effort,” Boulware said, “and the center brings together
health practitioners and investigators from multiple sources.”

“An interdisciplinary focus on the health of large groups of
people is vital to helping translate research findings into practices
and policies that will improve the health of our nation,” DCRI
Executive Director Eric Peterson, MD, MPH, said. “This new
center is an important step in that direction.”

A cornerstone of the new center is a massive database containing
information on more than 4 million patients and 30 million patient
visits at the Duke University Health System.

PROJECT MILESTONES
Congratulations to all the teams and sites for
their hard work and contributions to the following
milestones and achievements:

• The Gilead Cirrhosis Registry team enrolled its first
patient in Canada.
• The MURDOCK Study team enrolled its 11,000th patient
in December. The goal is 50,000 participants.

• The DFA-02-CD-005 team locked its database on April 28,
as planned and projected. The study enrolled 445 patients.

• The Simultaneous Risk Factor Control Using Telehealth to Slow
Progression of Diabetic Kidney Disease (STOP-DKD) team has
enrolled 152 patients and is more than halfway to the
enrollment goal of 300 patients.

• The Heart Failure Network team has locked the Nitrate’s Effect
on Activity Tolerance in Heart Failure with Preserved Ejection
Fraction (NEAT-HFpEF) database. Results and the primary
manuscript will be presented later this year.

• The Pediatric Trials Network’s fluconazole team
submitted a complete final study report to the FDA
on January 30.

• The Trial Evaluating Cardiovascular Outcomes with Sitagliptin
(TECOS) and the Bridging Anticoagulation in Patients who
Require Temporary Interruption of Warfarin Therapy for an
Elective Invasive Procedure or Surgery (BRIDGE) study both
locked their databases on March 31.
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ARAMIS

ELITE

IPF-PRO
Registry

Addressing Real-world Anticoagulant Management Issues
in Stroke

ClinicalTrials.gov
Identifier: Not available

The ARAMIS registry is designed to provide important and timely insight into
the management of acute stroke patients who are on new oral anticoagulants
in community practice. Building upon the existing infrastructure of the nation’s
largest ongoing stroke registry (American Heart Association/American Stroke Association Get With the Guidelines-Stroke), the ARAMIS registry is a multicenter,
prospective, observational study of acute ischemic stroke (AIS) and intracranial
hemorrhage (ICH) patients on home anticoagulation therapy. The primary
goal is to address several key treatment and management issues surrounding
patients with either AIS or ICH on anticoagulant therapy. In particular, attention
will be focused on coagulation tests, utilization of thrombolytic therapy for
AIS, treatment patterns, and clinical outcomes for AIS and ICH patients on anticoagulant therapy. The acquisition of such findings will be of critical importance
to help fill in gaps on guideline recommendations and provide insights into the
management of AIS and ICH patients on treatment with new anticoagulants.
This will allow physicians to feel more confident in anticoagulation therapy
while improving the care and outcomes of patients on these agents who have
stroke complications.

Sponsor:
Janssen, Genentech,
and Daiichi Sankyo

Eliminate Thromboembolism: Improving Anticoagulation
in Non-valvular Atrial Fibrillation Patients

ClinicalTrials.gov
Identifier: NCT02461602

ELITE is a multicenter, prospective, patient-centered study to assess warfarin
management issues faced by atrial fibrillation patients in the ambulatory setting.
This study will provide the foundation for numerous potential future questions
about medication adherence and barriers to treatment, such as a survey on
physician preferences/shared decision-making (concordance between physician
and patient preferences), follow-up to capture clinical events, and interventions
to improve long-term medication adherence in atrial fibrillation. Approximately
250 patients will be enrolled.

Sponsor: BMS

Idiopathic Pulmonary Fibrosis Prospective Outcomes Registry

ClinicalTrials.gov
Identifier: NCT01915511

The registry aims to collect information regarding the natural history, health
care interactions, and quality of life of idiopathic pulmonary fibrosis participants
via patient-reported questionnaires and collection of blood specimens for
future research projects. Patients will be followed at regular intervals during
24 months.

Recruiting:
Sites and patients
Contact Information:
Tina Harding
tina.harding@duke.edu
919.668.8430

Recruiting: Sites
Contact Information:
Tina Harding
tina.harding@duke.edu
919.668.8430

Sponsor:
Boehringer Ingelheim
Recruiting: Patients
Contact Information:
Rosalia Blanco
rosalia.blanco@duke.edu
919.660.0890
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ORBIT-AF II

PAN01

Outcomes Registry for Better Informed Treatment
of Atrial Fibrillation II

ClinicalTrials.gov
Identifier: NCT01701817

ORBIT-AF II is a multicenter, prospective, outpatient registry of patients with incident atrial fibrillation as well as those started on novel oral anticoagulants. The
registry will provide post-marketing surveillance data that are needed for assessing the safety of these new agents when used in broader patient populations
and community practice settings. Target enrollment will be an estimated 15,000
patients from approximately 300 U.S. sites. The registry will be a nationwide
collaboration of health care providers; subjects will be enrolled from a variety
of outpatient provider specialties, including cardiology, electrophysiology, and
internal medicine/primary care. ORBIT-AF II will also allow for the enrollment
of inpatients, with the patient subsequently followed in an outpatient clinic
setting. After enrollment, patients will be followed at regular intervals during
scheduled outpatient physician visits.

Sponsor:
Janssen Scientific Affairs,
LLC

The Effect of Obesity on the Pharmacokinetics of Pantoprazole in
Children and Adolescents

ClinicalTrials.gov
Identifier: NCT02186652

The World Health Organization has called childhood obesity “one of the most
serious public health challenges of the 21st century.” The alarming childhood
obesity epidemic brings with it increasing need for pediatricians to treat obesityrelated diseases (e.g., type II diabetes mellitus, hypertension, hyperlipidemia,
gastroesophageal reflux disease [GERD]) that traditionally have not had origins
in childhood or adolescence, leading to a critical therapeutic information gap in
pediatrics. Given that obese participants are often excluded from clinical trials
during the drug-development process, little to no information exists regarding
the impact of obesity on drug disposition and action or the appropriate dosing
of drugs in obese pediatric patients.

Sponsor:
The Eunice Kennedy
Shriver National Institute of
Child Health and Human
Development (NICHD)

Obese children are more frequently diagnosed with GERD than children of
normal weight. Proton-pump inhibitors, such as pantoprazole, have become key
components in the pharmacological management of GERD in pediatrics. In this
multicenter, open-label, single-dose study of pantoprazole, the Pediatric Trials
Network will examine the pharmacokinetics of the drug in obese children who
require treatment with an acid-modifying agent. The data collected in this study
will be compared with existing pharmacokinetic data in non-obese subjects.
The study population will comprise obese male and female children and adolescents, ranging in age from 6–17 years (inclusive) with the diagnosis of GERD.
Approximately 40 participants will be enrolled at up to three sites.
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Recruiting:
Sites and patients
Contact Information:
Chad Livingston
chad.livingston@duke.edu
919.668.1935
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PROSPER

Patient-centered Research into Outcomes Stroke Patients Prefer
and Effectiveness Research

ClinicalTrials.gov
Identifier: NCT02146274

PROSPER is a three-year research project to create a national, sustainable model
to improve decision-making and patient-centered stroke outcomes through
comparative-effectiveness research.

Sponsor:
Duke University
Medical Center and the
Patient-Centered Outcomes
Research Institute

The American Heart Association, American Stroke Association, its volunteers,
and the DCRI propose to address existing evidence gaps and develop the
requested data on the range of clinical outcomes that may be experienced
by stroke survivors. To achieve these goals, the nation’s largest stroke registry,
the American Heart Association Get With The Guidelines-Stroke program, will
be linked to nationwide Medicare claims data coupled with telephone interviews for longitudinal treatment and downstream patient-reported outcomes.
Investigators will then conduct a series of comparative-effectiveness and safety
studies that will inform existing and emerging stroke treatment options in order
to improve outcomes most important to stroke patients.
SCAMP

Recruiting: Patients
Contact Information:
Tina Harding
tina.harding@duke.edu
919.668.8430

Antibiotic Safety in Infants with Complicated
Intra-abdominal Infections

ClinicalTrials.gov
Identifier: NCT01994993

Complicated intra-abdominal infections are common and often fatal in premature infants. These infections often occur as a result of necrotizing enterocolitis
(NEC), the pathogenesis of which involves intestinal mucosal injury, usually
associated with intestinal ischemia and bacterial overgrowth. NEC has a high
overall mortality (15%) and, in extremely low-birth-weight infants (≤1000
grams), mortality for surgical NEC is nearly 50%. Survivors often suffer from
complications, including stricture formation, and life-long morbidities such as
short bowel syndrome. Infants who have had NEC are also at increased risk of
poor neurodevelopmental outcomes.

Sponsor: The Eunice
Kennedy Shriver National
Institute of Child Health
and Human Development
(NICHD)

Recommended antibiotics for complicated intra-abdominal infections in infants
include combinations of ampicillin, piperacillin-tazobactam, meropenem, metronidazole, clindamycin, or gentamicin. In spite of their frequent use, however,
the safety and efficacy of these antibiotics in infants with complicated intraabdominal infections have not been established.
The Pediatric Trials Network is seeking to fill this information gap with SCAMP,
a randomized, multicenter, open-label safety study of clindamycin, ampicillin,
metronidazole, and piperacillin-tazobactam in infants with complicated intraabdominal infections. The primary objective of this study is to determine the
safety of these drug regimens in this specialized context; secondary objectives
include determining the drugs’ effectiveness, their pharmacokinetics in this
unique population, biomarker association with disease severity and antibiotic
exposure, and diversity or shift of intestinal microbiota. Approximately 350
infants will be enrolled at approximately 50 sites. Total length of study participation is 100 days, including 10 days of treatment and up to 90 days of follow-up
assessments. The main purpose of this study is to evaluate whether it is safe to
use various combination of antibiotics (ampicillin, metronidazole, clindamycin,
piperacillin-tazobactam, gentamicin) in treating infants with complicated intraabdominal infections.
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ICAAC 2015

				

Interscience Conference of Antimicrobial Agents
and Chemotherapy (ICAAC) 2015 September 17–21
San Diego, CA
San Diego Convention Center

			 SELECT PUBLICATIONS
FROM MORE THAN 200 PUBLISHED JANUARY—APRIL 2015
Compliance with results reporting
at ClinicalTrials.gov
Anderson ML, Chiswell K, Peterson
ED, et al. N Engl J Med. 2015 Mar
12;372(11):1031-9.
PM:25760355
A national snapshot of
satisfaction with breast
cancer procedures
Atisha DM, Rushing CN, Samsa
GP, et al. Ann Surg Oncol. 2015
Feb;22(2):361-9.
PM:25465378
Anaerobic antimicrobial therapy
after necrotizing enterocolitis in
VLBW infants
Autmizguine J, Hornik CP,
Benjamin DK Jr, et al. Pediatrics.
2015 Jan;135(1):e117-25.
PM:25511117
COPD in heart failure: are
there long-term implications
following acute heart failure
hospitalization?
Cooper LB, Mentz RJ. Chest. 2015
Mar 1;147(3):586-8.
PM:25732437

Economic analysis of ticagrelor
therapy from a U.S. perspective:
results from the PLATO study
Cowper PA, Pan W, Anstrom KJ,
et al. J Am Coll Cardiol. 2015 Feb
10;65(5):465-76.
PM:25660925
Loop diuretic dose adjustments
after a hospitalization for heart
failure: insights from ASCEND-HF
DeVore AD, Hasselblad V, Mentz
RJ, et al. Eur J Heart Fail. 2015
Mar;17(3):340-6.
PM:25619549
Time to treatment as a quality
metric for acute STEMI care
Doll JA, Roe MT. Lancet. 2015 Mar
21;385(9973):1056-7.
PM:25467572
Outcomes of anatomical versus
functional testing for coronary
artery disease
Douglas PS, Hoffmann U, Patel MR,
et al.
N Engl J Med. 2015 Apr
2;372(14):1291-300.
PM:25773919
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The impact of high-risk cases
on hospitals’ risk-adjusted
coronary artery bypass grafting
mortality rankings
Englum BR, Saha-Chaudhuri P,
Shahian DM, et al. Ann Thorac Surg.
2015 Mar;99(3):856-62.
PM:25583462
Cardiovascular Drug
Development: Is it Dead or
Just Hibernating?
Fordyce CB, Roe MT, Ahmad T, et
al. J Am Coll Cardiol. 2015 Apr
21;65(15):1567-82.
PM:25881939
Patterns of use and cost for
inappropriate radioactive iodine
treatment for thyroid cancer in
the United States: use and misuse
Goffredo P, Thomas SM, Dinan MA,
et al. JAMA Intern Med. 2015 Apr
1;175(4):638-40.
PM:25686394
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Simultaneous consideration
of multiple candidate protein
biomarkers for long-term risk for
cardiovascular events
Halim SA, Neely ML, Pieper KS, et
al. Circ Cardiovasc Genet. 2015
Feb;8(1):168-77.
PM:25422398

Trends in settings for peripheral
vascular intervention and the
effect of changes in the outpatient prospective payment system
Jones WS, Mi X, Qualls LG, et
al. J Am Coll Cardiol. 2015 Mar
10;65(9):920-7.
PM:25744009

Market-based solutions to
antitrust threats--the rejection
of the Partners settlement
Herzlinger RE, Richman BD,
Schulman KA. N Engl J Med. 2015
Apr 2;372(14):1287-1289.
PM:25738542

Pooled RCTs: β-blockers reduce
mortality in heart failure patients
with sinus rhythm but not in
those with AF
Kelly JP, Hernandez AF. Ann Intern
Med. 2015 Apr 21;162(8):JC7.
PM:25894052

Identification of hospital
outliers in bleeding complications
after percutaneous coronary
intervention
Hess CN, Rao SV, McCoy LA, et al.
Circ Cardiovasc Qual Outcomes.
2015 Jan;8(1):15-22.
PM:25424242

Retinopathy of prematurity risk
prediction for infants with birth
weight less than 1251 grams
Kemper AR, Wade KC, Hornik CP, et
al. J Pediatr. 2015 Feb;166(2):25761.e2.
PM:25449219

Same-day discharge and risks
of mortality and readmission
after elective ICD placement
for primary prevention
Hess PL, Greiner MA, Al-Khatib SM,
et al. J Am Coll Cardiol. 2015 Mar
10;65(9):955-7.
PM:25744015
Population pharmacokinetics
of micafungin and its
metabolites M1 and M5 in
children and adolescents
Hope WW, Kaibara A, Roy M, et al.
Antimicrob Agents Chemother. 2015
Feb;59(2):905-13.
PM:25421470

The emerging science of
quantitative imaging biomarkers
terminology and definitions for
scientific studies and regulatory
submissions
Kessler LG, Barnhart HX, Buckler AJ,
et al. Stat Methods Med Res. 2015
Feb;24(1):9-26.
PM:24919826
Correlation between the international consensus definition of
the Cancer Anorexia-Cachexia
Syndrome (CACS) and patientcentered outcomes in advanced
non-small cell lung cancer
Leblanc TW, Nipp RD, Rushing CN,
et al. J Pain Symptom Manage. 2015
Apr;49(4):680-9.
PM:25461669
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Doing the right things and doing
them the right way: association
between hospital guideline
adherence, dosing safety, and
outcomes among patients with
acute coronary syndrome
Mehta RH, Chen AY, Alexander
KP, et al. Circulation. 2015 Mar
17;131(11):980-7.
PM:25688146
Conflicting results between
randomized trials and observational studies on the impact
of proton pump inhibitors on
cardiovascular events when
coadministered with dual
antiplatelet therapy:
systematic review
Melloni C, Washam JB, Jones WS, et
al. Circ Cardiovasc Qual Outcomes.
2015 Jan;8(1):47-55.
PM:25587094
Decongestion strategies and
renin-angiotensin-aldosterone
system activation in acute
heart failure
Mentz RJ, Stevens SR, DeVore
AD, et al. JACC Heart Fail. 2015
Feb;3(2):97-107.
PM:25543972
Hyperlipidemia in early adulthood increases long-term risk of
coronary heart disease
Navar-Boggan AM, Peterson ED,
D’Agostino RB Sr, et al. Circulation.
2015 Feb 3;131(5):451-8.
PM:25623155
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Primary prevention implantable
cardioverter-defibrillators in
older racial and ethnic minority
patients
Pokorney SD, Hellkamp AS, Yancy
CW, et al. Circ Arrhythm Electrophysiol. 2015 Feb;8(1):145-51.
PM:25504649
Higher risk of death and stroke in
patients with persistent vs. paroxysmal atrial fibrillation: results
from the ROCKET-AF Trial
Steinberg BA, Hellkamp AS, Lokhnygina Y, et al. Eur Heart J. 2015 Feb
1;36(5):288-96.
PM:25209598
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