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Message from the Executive Director 

Robert Califf, MD, vice chancellor of clinical and translational 
research at Duke University School of Medicine and director of the 
Duke Translational Medicine Institute, recently announced that he 
will be taking a leave of absence from Duke and assuming a new 
role as deputy commissioner for medical products and tobacco at 
the Food and Drug Administration (FDA).  

Rob founded the DCRI and has done more than anyone to shape 
it into the world-class research institution it is today. Under Rob’s 
leadership, we created a mission-driven organization to develop 
and share knowledge to improve patient care around the world. 
Rob’s personality continues to affect the institution’s culture.  
We are a place that is always pushing the boundaries, always 
innovating, always striving to realize the promise of personalized, 
evidence-based medicine. 

In this issue of the DCRI Newsletter, you’ll see current-day  
examples of how Rob’s influence continues to affect our work.  
The IMPROVE-IT trial, of which Rob was co-study chair, is an  
example of the kind of trial he is most interested in: one that  
helps to answer long-standing, important questions about  
clinical care. The STEMI ACCELERATOR project, one of the 
largest quality-improvement efforts for heart attack patients, 
demonstrates Rob’s passion for changing practice on a national 
scale. Rob’s interest in using health technology to change clinical 
research can be seen in the DCRI’s recent adoption of the RAVE 
tool to manage the CARRA registry. Finally, Rob’s belief that 
mentoring the next generation of clinical researchers is one of the 
DCRI’s most important efforts is exemplified in our report on the 
DCRI fellows and some of the visiting scholars they have brought 
in recently. 

In his new role, Rob will pursue his lifelong passion for creat-
ing better ways to improve the safety and wellbeing of patients 
around the world. Here at the DCRI, we also have a job to do in 
continuing to drive the great work and dreams Rob championed. 
I hope you enjoy this glimpse into the exciting work here at the 
DCRI, and thank you for your continued collaboration and support 
of our mission. 
 
 
 

Eric D. Peterson, MD, MPH, FAHA, FACC
Executive Director  
Duke Clinical Research Institute
Professor of Medicine, Cardiology
Fred Cobb Distinguished Professor  
of Medicine
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A Career of Innovation 
 
Robert Califf has long been known 
as one of the world’s leading clinical 
researchers.  In 1983, he was named 
co-director of the Duke Databank for 
Cardiovascular Disease, the oldest  
and largest cardiovascular outcomes 
database. His early work on the  

highly influential Global Utilization of Streptokinase and Tissue 
Plasminogen Activator for Occluded Coronary Arteries (GUSTO) 
trial led to the founding of the DCRI in 1996. He is an author of 
more than 1,100 peer-reviewed articles, reviews, and editorials and 
is among the most frequently cited authors in medicine.

Continued on page 2

Robert Califf, MD
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A Career of Innovation
Continued from page 1 

However, the focus of his work over the last few years has shifted 
away from more “traditional” investigations and toward a series of 
ambitious and potentially transformative projects—ones that tackle 
systemic and structural issues affecting research and health care at 
the local, regional, and national levels.  

This emphasis is not entirely new for Califf, whose interest in  
system-wide innovations has been a constant throughout his 
career. Since 2007, he has served as co-chair of the Clinical Trials 
Transformation Initiative, a public-private partnership involving 
Duke, the FDA, and scores of other participants from industry, 
academia, and the patient advocacy community, all of whom  
share an interest in transforming existing systems for conducting 
clinical trials. He has also provided leadership as the principal  
investigator for the longitudinal Measurement to Understand  
Reclassification of Disease of Cabarrus/Kannapolis (MURDOCK) 
study. An ambitious, large-scale project that applies cutting-edge  
technologies to create a better understanding of health and  
disease, MURDOCK has already engaged 10,000 participants  
on its way to enrolling 50,000 residents of Kannapolis and  
Cabarrus County, NC.  

More recently, Califf played a prominent role in Durham Health 
Innovations (DHI), an unprecedented partnership among Duke  
faculty and staff, Durham County public health experts, and  
members of the Durham community who are devoted to  
improving health and access to health care for the residents of 
Durham County. The DHI experience, which is ongoing, also led  
to Califf’s involvement in a major regional diabetes research project  
funded by a grant from the Centers for Medicare & Medicaid 
Services—the Southeastern Diabetes Initiative. 

However, the last few years have seen Califf take on leadership 
roles in two of the most far-reaching and challenging projects  
of his career. The first, the Health Care Systems Research  
Collaboratory, is a program funded by the National Institutes of 
Health (NIH) that sponsors innovative approaches to conducting 
efficient, pragmatic clinical trials. The Collaboratory Coordinat-
ing Center, for which Califf has served as principal investigator, 
is located at the DCRI and is supported by a grant from the NIH 
Common Fund.  
 
The efforts underway through the Collaboratory project, which  
began in 2012, are complemented by the even more recent 
National Patient-Centered Clinical Research Network (PCORnet). 
Funded by the Patient-Centered Outcomes Research Institute, 
PCORnet is establishing national networks of health systems, 
researchers, health care providers, and patients to conduct  
clinical trials that seek to answer “real-world” questions that are 
most important to patients and their families. The DCRI is one of 
several coordinating center partners for PCORnet. Califf leads the 
PCORnet Clinical Trials Task Force and also serves on the executive, 
steering, and executive leadership committees.  

As Califf transitions to his new role at the FDA, he leaves behind 
a legacy of major contributions to the regional and national fabric 
of clinical and translational science—contributions that have also 
helped to position Duke as a significant presence in the emerging 
world of pragmatic, patient-centered research.

FEATURE 
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Persistence Pays Off 
 
One of the DCRI’s largest and most 
complex projects has begun to bear 
impressive fruit, more than nine 
years after its launch.  
 

IMPROVE-IT (Improved Reduction of Outcomes: Vytorin  
Efficacy International Trial) is a randomized, double-blinded  
study comparing the clinical benefit of the combination of  
ezetimibe/simvastatin (sold under the name Vytorin) versus  
simvastatin alone in patients with acute coronary syndrome.  
 
The results of the trial, conducted in collaboration with researchers 
from Brigham and Women’s Hospital in Boston, were presented 
at the 2014 Scientific Sessions of the American Heart Association 
in Chicago. They indicated that adding ezetimibe to simvastatin 
resulted in a significant 6.4 percent reduction in the number of 
cardiovascular events. 
 
“This trial demonstrates the importance of careful measurement 
of long-term outcomes in randomized trials for medicines that are 
taken for chronic diseases,” said Califf, co-study chair of the trial. 
“We were looking for a small effect, and we found an effect very 
close to what we expected, clearly favoring the group taking  
ezetimibe/simvastatin. The trial confirmed the existing safety  
profile of ezetimibe.” 
 
The trial presented a number of challenges for the DCRI’s  
operational teams, which included Clinical Data Management, 
Clinical Trial Statistics, Project Leadership, and Clinical Operations. 
Foremost among them, said Craig Reist, PhD, project leader for 
IMPROVE-IT, was the trial’s length—IMPROVE-IT enrolled its first 
patient in October 2005.

“The clinical events—heart attack, stroke, death—we were looking 
for didn’t accrue very quickly,” he said. “Consequently, the trial 
took much longer than we originally expected.” 

The trial was also large in scope, encompassing more than  
18,000 patients, 300,000 patient visits, 30,000 monitoring visits, 
5,000 clinical events, and 1,110 sites. The data included 27 million 
case report form data points and 43,745 conversation logs. 

Reist’s team encountered another obstacle in 2011, when the  
FDA revised the dose limitation for simvastatin over fears it might 
cause muscle damage. The IMPROVE-IT team was forced to revise 
its dosing protocols, Reist said, “which made things harder than 
they had to be.” 

It spite of those hurdles, the team persevered and was able to 
bring the trial to a successful close. 

“Our data team has done a great job,” Reist said. “As  
things changed over the years, they were able to adapt to  
new challenges.”

“Our data team has done a great job. 

As things changed over the years, they  

were able to adapt to new challenges.”

Craig Reist, PhD
Project Leader for IMPROVE-IT 

FEATURE 
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Full Speed Ahead 
 
Every year, almost a quarter-million 
Americans suffer from the deadliest 
form of heart attack, an ST-segment 
elevation myocardial infarction  
(STEMI). The recommended treatment 
for STEMI patients is to undergo 
reperfusion—opening the blocked 
artery with a device to restore blood 

flow to the heart, thereby minimizing heart damage. Current 
guidelines indicate that reperfusion must happen within a  
critical 90-minute window. Unfortunately, due to insufficient 
infrastructures, limited emergency medical service (EMS) personnel, 
and competition between cardiac care facilities and hospitals, this 
recommended standard of care is not being followed in a sizeable 
portion of the United States. 

In what is being considered one of the biggest efforts to  
improve heart attack care to date, the Regional Systems of  
Care Demonstration Project: Mission: Lifeline STEMI Systems 
ACCELERATOR project, led by the DCRI’s Christopher Granger, 
MD, and James Jollis, MD, has followed the treatment of more 
than 24,000 heart attack patients in 16 major metropolitan areas. 
Through education and engagement of regional partners, the 
objective of this project was to establish systematic care to deliver 
consistent and effective emergency care for STEMI patients.  
To date, STEMI experts and other health care professionals in 484 
hospitals and 1,258 EMS agencies have participated in the project, 
coordinating comprehensive regional plans for addressing STEMI 
diagnosis and rapid reperfusion.  
 
“Over time, we’ve learned that all of the great information  
we derive from studies that ultimately gets translated into new 
standards of care—much of that is not being implemented,”  
said Project Leader Kathy Fox.  

Rave On 
 
One of the DCRI’s Clinical Data  
Management (CDM) group’s  
goals for the new year is to be a 
leading provider of flexible data 
solutions to support the diverse 
research conducted at the DCRI.  
As part of this effort, CDM has 

moved from offering one data-collection strategy—InForm—to  
offering multiple options, including its latest and most flexible  
option, RAVE.  
 

“It can take 10, even 15 years for new standards to be widely 
adopted. Systems implementation research—such as the STEMI 
ACCELERATOR project—is a way for us to be more proactive, and 
it’s certainly a critical step in ensuring that patients receive the 
highest-quality care.”

 
 

The results were presented at the Scientific Sessions of the  
American Heart Association in November 2014. Overall, the  
percentage of STEMI patients who received treatment within 
the critical 90-minute window increased from 54 percent to 59 
percent. While an improvement of 5 percent might seem modest, 
there was a substantial variation among the participants; within 
the top-performing regions, increases of as much as 12 to 15 
percent were reported. 

“STEMI is all about refocusing our efforts on patient care and not 
the politics of health care because everyone has to work together 
to make sure patients are getting the best care possible,” said Fox. 

RAVE is an industry-leading electronic data capture solution  
developed by Medidata Solutions. The first implementation  
of RAVE at the DCRI was for the Childhood Arthritis and  
Rheumatology Research Alliance (CARRA) registry.  
 
CARRA is a North American network of pediatric rheumatic 
disease research centers. As of December 2014, the registry had 
enrolled 9,565 patients in 64 sites in the United States and one in 
Canada. The DCRI is the data and clinical coordinating center for 
the CARRA registry. 

Continued on page 5 

“STEMI is all about refocusing our efforts on 

patient care and not the politics of health 

care because everyone has to work together 

to make sure patients are getting the best 

care possible.”

Kathy Fox
Project Leader

FEATURE 
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Rave On  
Continued from page 4 
 
“The RAVE system and Medidata platform provide more  
robust integration capabilities and integrated functionality,  
which will allow us to more effectively meet the project  
requirements and provide a better user experience,” CDM  
Director Connor Blakeney said. 
 
One of the key features of RAVE is browser independence; it 
already works with many different browsers, including Internet  
Explorer, Safari, and Chrome. The RAVE platform allows more 
rapid study development than the InForm platform. Additionally, 
key modules such as randomization and electronic patient-report-
ed outcomes modules are integrated with the electronic data  
capture platform. Site users will have a single point of entry— 
single sign-on—for all RAVE-built studies in which they are  
participating. New releases of the RAVE software are deployed 
automatically and will not require significant effort from the DCRI 
for validation and implementation; rather, this will be handled by 
Medidata, saving the DCRI significant time and money. 

Blakeney reports that the primary effort of the migration to RAVE, 
at this point, is in learning the new system. “We are well on our 
way and already building demonstration databases and working 
with the key integration functionality,” he said. 

 
What does the change in platform mean for the future of the 
registry and those working with it? According to Blakeney, CARRA 
anticipates launching many diverse sub-studies and pragmatic trials 
off its main registry, as well as numerous integrations with other 
registries, repositories, and electronic medical records.  

“RAVE provides the flexibility to phase these in as needed,” said 
Blakeney. “The strong reporting capabilities will provide site and 
data management with a suite of standard reports to monitor data 
quality, and end users with an ad hoc tool for custom queries.”

“The RAVE system and Medidata platform 
provide more robust integration capabilities 
and integrated functionality, which will  
allow us to more effectively meet the  
project requirements and provide a better 
user experience.” 

Connor Blakeney 
CDM Director 

Training Day 
 
Throughout his time at Duke,  
Robert Califf advocated quality  
mentoring as a crucial part of the 
training for successful academic  
clinical researchers. His commitment 
to mentoring was such that the 
annual Robert M. Califf Award for 

Outstanding Mentorship was created to honor his work with the 
DCRI’s Research Fellowship Training Program. 
 
Today, the program includes 36 postdoctoral fellows from nine 
countries across seven therapeutic disciplines. Each year, the DCRI 
hosts two visiting professors, as selected by fellows. Most recently, 
fellows and faculty members welcomed visiting professor Howard 
Bauchner, MD. 
 
Bauchner is a professor of pediatrics at Boston University and 
editor-in-chief of The Journal of the American Medical Association. 
Prior to that position, he served as editor-in-chief of the Archives 
of Disease in Childhood, the official publication of the Royal  
College of Paediatrics and Child Health in the United Kingdom. 

During his visit, Bauchner delivered several lectures on topics  
including cardiovascular guidelines and child health research.  
He also hosted a medical writing workshop for the DCRI fellows. 
 
“Our goal is to invite people our fellows can relate to in terms  
of career development and have the opportunity to ask questions 
about a variety of career paths,” said Co-Chief Fellow Jessica  
Ericson, MD.  
 
Bauchner’s medical writing workshop was of particular interest to 
the fellows, said Co-Chief Fellow Adam DeVore, MD.  
 

“It was interesting to have an editor at such a high-profile journal 
talk about how they receive submissions, how they approve 
them, and the process they go through to try and improve them,” 
DeVore said. “He also provided a lot of tips about writing that he’s 
picked up in the course of a long career, which I think was very 
helpful for a lot of the fellows.”

FEATURE 
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Breaking Ground  
 
Major bleeding is a common complica-
tion of antithrombotic therapy, and many 
new anticoagulants have no known  
reversal agents. An effective reversal 
agent for these drugs would allow  
clinicians to regulate their patients’  
blood flow more safely and effectively. 

In a recent issue of The New England Journal of Medicine,  
an early-phase study conducted by the Duke Clinical Research  
Unit (DCRU) examining a new anticoagulant reversal agent was 
highlighted. The DCRU, part of the DCRI, is a hospital-based  
early-phase research unit. As part of efforts to expedite the  
translation of laboratory-based findings into treatments for  
patients, investigators can perform early-stage proof-of-concept 
studies through the DCRU.

Wolfson Children’s Hospital 
  
We asked Mark Hudak, MD, professor  
and chairman of the Department of  
Pediatrics, chief of the Division of  
Neonatology, and medical director for 
the Neonatal Intensive Care Unit (NICU) 

at Wolfson Children’s Hospital at the University of Florida College 
of Medicine-Jacksonville to describe the collaborative relationship 
between his division and the DCRI. 

Tell us about your site.
The Division of Neonatology at the University of Florida College  
of Medicine-Jacksonville staffs two high-volume level III/IV NICUs. 
We have 19 board-certified/board-eligible neonatologists and 
a bevy of over 25 neonatal nurse practitioners and physician 
assistants who provide 24-hour in-house care at the UF Health 
Jacksonville and Wolfson Children’s Hospital NICUs.  

How long have you worked with the DCRI  
and how did the relationship start?
We have been working with the DCRI and the Pediatric Trials  
Network (PTN) on neonatology trials since 2009. The entire  
division goes the extra mile to identify and enroll eligible patients 
into studies, and prides itself on consistently providing high  
enrollments. We have completed one study and are actively  
involved in two other studies with the DCRI and the PTN, and  
we hope to contribute to additional scientific studies that are  
on the horizon.  

In an extended letter to the editor, DCRU Medical Director Robert 
Noveck, MD, PhD, and his coauthors discuss the phase I study 
of PER977, an investigational drug created by Perosphere, Inc. 
PER977 is a small-molecule agent created to reverse the effects of 
edoxaban, a factor Xa inhibitor manufactured by Daiichi Sankyo. 
 
The phase I study was a double-blinded, placebo-controlled trial 
comparing PER977 with placebo in 80 healthy patients. Patients 
received escalating, single intravenous doses of PER977 either 
alone or after being dosed with edoxaban. The patients who 
received PER977 after edoxaban had their whole-blood clotting 
times back to within 10% of their normal baseline values within 
10 minutes. 

The researchers also speculated that PER977 might be effective 
with other anticoagulants. Phase II studies of PER977 are already  
in progress, they added.

We have a stellar research staff that works closely with the  
neonatologists to identify and recruit babies. Everyone in our  
division understands that it is a priority to participate in these 
important, high-impact clinical studies. We try to approach every 
parent of every eligible baby to ask about enrollment.  

What is it like working with the DCRI compared  
with your experience working with other academic  
or clinical research organizations / sponsor  
operations teams?
The leaders of the DCRI are neonatologists and infectious disease 
physicians with a strong interest in neonatology. They understand 
the important clinical issues that need to be studied. We enjoy that 
the leadership is extremely responsive.  
 
Continued on page 7

FEATURE 

    SITE SPOTLIGHT

“We have found the leadership to be truly 
collaborative and receptive to ideas from the 
entire investigator group.” 

Mark Hudak, MD 
Professor and Chairman of the Department  
of Pediatrics, Chief of the Division of  
Neonatology, and Medical Director for the 
Neonatal Intensive Care Unit (NICU)  
at Wolfson Children’s Hospital

Robert Noveck, MD, PhD
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Wolfson Children’s Hospital  
Continued from page 6  
 
They reach out proactively to investigators to provide updates  
and continually seek input from their academic colleagues. We 
have found the leadership to be truly collaborative and receptive  
to ideas from the entire investigator group. As a result, the  
investigator group is enthused and always willing to consider 
participation in future studies.  

What did your team bring to the relationship that 
enhanced the experience for the DCRI?
The DCRI wants to partner with investigators and sites that can 
successfully recruit patients, follow protocols, submit accurate data 
in a timely manner, and provide continuing input. We have strived 
to meet all of these standards. We have also enjoyed the process 
of providing input on manuscript generation.  
 
What differentiates a DCRI study?
Similar to many other sites, we have participated in other  
studies, some funded by the NIH, and others by industry. Recent 
NIH-sponsored studies have attempted to address research  
questions that the investigator community has prioritized. 

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

• The BRIDGE (Bridging Anticoagulation in Patients who Require  
 Temporary Interruption of Warfarin Therapy for an Elective 
 Invasive Procedure or Surgery) team completed enrollment on 
 December 31 with 1,884 subjects from 108 sites in North 
 America. The first subject was enrolled in July 2009.  

• The PROMISE (Prospective Multicenter Imaging Study for  
 Evaluation of Chest Pain) database was officially locked on  
 January 14. The trial, which began enrollment in 2010, enrolled 
 10,003 patients in the United States and Canada. PROMISE 
 included 206 sites, 191 of which enrolled patients. The results 
 of the study will be presented in two late-breaking sessions at 
 the annual meeting of the American College of Cardiology 
 (ACC) in San Diego in March.  

• REGULATE-PCI (A Randomized, Open-Label, Multi-Center,  
 Active-Controlled, Parallel Group Study To Determine the Efficacy 
 and Safety of the REG1 Anticoagulation System Compared to 
 Bivalirudin in Patients Undergoing Percutaneous Coronary  
 Intervention) has been selected as a late-breaking clinical trial  
 to be presented at the upcoming annual ACC meeting.

Along these lines, DCRI leadership has done a great job of  
identifying questions that can make a substantial contribution to 
our field of neonatology and can be feasibly addressed in clinical 
studies. This is quite a different and often more satisfying process 
overall than if you are collaborating on a study funded by industry.  
 
What lessons have been learned as a result  
of the collaboration?
We are always learning lessons, and the lessons we have learned 
have been in two categories. One is that we are continuing to 
refine how we successfully execute these studies at our site.  
We have continual education for our research staff and other  
neonatologists. We have improved our skill sets, learned more 
about the auditing process, and learned how to more efficiently 
execute studies.  

We have also been informed by the study results in ways that 
make an important contribution to our practices in the NICU.  
For instance, we have better information about how best to dose 
antibiotics in premature infants and hope to identify the most 
effective and safest ways to treat certain complicated infections in 
this special population. We hope to work with the DCRI for a long 
time to come.

• The first report of commercial MitraClip use from the  
 Transcatheter Valvular Therapy Registry, for which  
 the DCRI serves as the data analytic center, will be presented at 
 the annual meeting of the ACC in March.

• The ORBIT-AF (Outcomes Registry for Better Informed  
 Treatment of Atrial Fibrillation) I database was officially locked 
 on January 13 with 10,000 enrolled patients.  

• The PRESERVATION-I (A Placebo Controlled , Multicenter,  
 Randomized, Double Blind Trial to Evaluate the Safety and  
 Effectiveness of IK-5001 for the Prevention of Remodeling of  
 the Ventricle and Congestive Heart Failure After Acute  
 Myocardial Infarction) team has completed patient enrollment. 
 The first patient was randomized in April 2012, and the last 
 patient was randomized in December 2014. Enrollment took 
 place at more than 80 sites in 9 countries.  

• The DCRU’s GM03 team has reached 50% of its enrollment  
 goal on schedule. Approximately 490 people will be screened 
 for this study in order to have a total of 190 healthy volunteers 
 and 80 diabetic patients to participate. So far, there are  
 60 healthy volunteers and 40 diabetic patients consented in  
 the study.

    SITE SPOTLIGHT

PROJECT MILESTONES 
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    RECRUITING STUDIES

Collection of Plasma Samples From Individuals  
Initiating Therapy with Entecavir or Tenofovir for 
Chronic Hepatitis B Virus Infection for the Clinical 
Evaluation of the Aptima HBV Quant Assay 

This is a non-interventional clinical study that is being conducted 
to prospectively collect serial plasma samples from subjects  
with chronic hepatitis B virus (HBV) infection who are initiating 
antiviral therapy. These samples will be used to estimate clinical 
utility endpoints for the Aptima HBV Quant assay, which is  
used as an aid in the management of HBV-infected patients 
undergoing HBV antiviral therapy. 
 
This study is expected to include up to 44 sites in the United  
States and Canada with an anticipated enrollment of 300  
subjects. Enrollment is currently open and is expected to  
continue through June 2015.  

ClinicalTrials.gov Identifier: NCT02167113 

Sponsor:
Hologic, Inc. 

Learn More about Participating:
John MacNeela, Project Leader
919.668.8461
john.macneela@duke.edu

    UPCOMING EVENTS

ACC 2015

American College of Cardiology  
Scientific Sessions 
March 14–16
San Diego, CA

    SELECT PUBLICATIONS
FROM MORE THAN 200 PUBLISHED (SEPTEMBER–DECEMBER 2014)

Examination of the treatment  
selection process in a multicenter  
observational study  
Anstrom KJ, Brennan JM, Eisenstein 
EL, et al. Circ Cardiovasc Qual  
Outcomes. 2014 Sep;7(5):764-9. 
PM: 25116898

 
 
Vancomycin cerebrospinal fluid  
pharmacokinetics in children  
with cerebral ventricular  
shunt infections  
Autmizguine J, Moran C,  
Gonzalez D, et al.  
Pediatr Infect Dis J. 2014 
Oct;33(10):e270-2.  
PM: 24776517

HIV and noncommunicable  
cardiovascular and pulmonary 
diseases in low- and middle-
income countries in the ART era: 
what we know and best  
directions for future research 
Bloomfield GS, Khazanie P,  
Morris A, et al. J Acquir Immune 
Defic Syndr. 2014 Sep 1;67 Suppl 
1:S40-53.  
PM: 25117960

http://www.ncbi.nlm.nih.gov/pubmed/?term=25116898
http://www.ncbi.nlm.nih.gov/pubmed/?term=24776517
http://www.ncbi.nlm.nih.gov/pubmed/?term=25117960
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    SELECT PUBLICATIONS

The effects of a telehealth  
coping skills intervention on  
outcomes in chronic obstructive  
pulmonary disease: primary  
results from the INSPIRE-II study  
Blumenthal JA, Emery CF, Smith 
PJ, et al. Psychosom Med. 2014 
Oct;76(8):581-92.  
PM: 25251888 

Patient-centered outcomes  
composites: a glimpse of  
the future  
Califf RM. Circulation. 2014 Oct 
7;130(15):1223-4.  
PM: 25200211 

Dalbavancin or oritavancin  
for skin infections  
Corey GR, Jiang H, Moeck G.  
N Engl J Med. 2014 Sep 
18;371(12):1162-3.  
PM: 25243251 

Effect of advancing age  
on outcomes of deep  
brain stimulation for  
Parkinson disease  
DeLong MR, Huang KT, Gallis J, 
et al. JAMA Neurol. 2014 Oct 
1;71(10):1290-5.  
PM: 25155481 

Current quality of cardiovascular  
prevention for Million Hearts: an 
analysis of 147,038 outpatients  
from The Guideline Advantage  
Eapen ZJ, Liang L, Shubrook JH, et al. 
Am Heart J. 2014  
Sep;168(3):398-404.  
PM: 25173553 

Effect of serelaxin on mode  
of death in acute heart  
failure: results from the  
RELAX-AHF study  
Felker GM, Teerlink JR,  
Butler J, et al.  
J Am Coll Cardiol. 2014 Oct 
14;64(15):1591-8.  
PM: 25301463 
 
Amiodarone, anticoagulation,  
and clinical events in patients 
with atrial fibrillation: insights 
from the ARISTOTLE trial  
Flaker G, Lopes RD, Hylek E,  
et al. J Am Coll Cardiol. 2014 Oct 
14;64(15):1541-50.  
PM: 25301455 

Use of nonsteroidal  
anti-inflammatory drugs among 
healthy people and specific  
cerebrovascular safety  
Fosbol EL, Olsen AM, Olesen JB,  
et al. Int J Stroke. 2014  
Oct;9(7):943-5.  
PM: 23088217 
 
Use of opportunistic clinical  
data and a population  
pharmacokinetic model to  
support dosing of clindamycin  
for premature infants  
to adolescents  
Gonzalez D, Melloni C, Yogev R, 
et al. Clin Pharmacol Ther. 2014 
Oct;96(4):429-37.  
PM: 24949994 

Treatment patterns and  
outcomes for patients with  
adrenocortical carcinoma  
associated with hospital case 
volume in the United States 
Gratian L, Pura J, Dinan M, et al. 
Ann Surg Oncol. 2014 
Oct;21(11):3509-14.  
PM: 25069860 
 
Pilot study of pharmacist-assisted 
delivery of pharmacogenetic  
testing in a primary care setting  
Haga SB, LaPointe NM, Cho A, 
et al. Pharmacogenomics. 2014 
Sep;15(13):1677-86.  
PM: 25410893

Practice patterns and clinical  
outcomes after hybrid coronary 
revascularization in the United  
States: an analysis from the  
society of thoracic surgeons  
adult cardiac database  
Harskamp RE, Brennan JM,  
Xian Y, et al. Circulation. 2014 Sep 
9;130(11):872-9.  
PM: 25055814

Vorapaxar, a platelet  
thrombin-receptor antagonist,  
in medically managed patients 
with non-ST-segment elevation 
acute coronary syndrome:  
results from the TRACER trial  
Held C, Tricoci P, Huang Z, et al.  
Eur Heart J Acute Cardiovasc Care. 
2014 Sep;3(3):246-56.  
PM: 24627331 

http://www.ncbi.nlm.nih.gov/pubmed/?term=25251888
http://www.ncbi.nlm.nih.gov/pubmed/?term=25200211
http://www.ncbi.nlm.nih.gov/pubmed/?term=25243251
http://www.ncbi.nlm.nih.gov/pubmed/?term=25155481
http://www.ncbi.nlm.nih.gov/pubmed/?term=25173553
http://www.ncbi.nlm.nih.gov/pubmed/?term=25301463
http://www.ncbi.nlm.nih.gov/pubmed/?term=25301455
http://www.ncbi.nlm.nih.gov/pubmed/?term=23088217
http://www.ncbi.nlm.nih.gov/pubmed/?term=24949994
http://www.ncbi.nlm.nih.gov/pubmed/?term=25069860
http://www.ncbi.nlm.nih.gov/pubmed/?term=25410893
http://www.ncbi.nlm.nih.gov/pubmed/?term=25055814
http://www.ncbi.nlm.nih.gov/pubmed/?term=24627331
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Associations between  
anticoagulation therapy and  
risks of mortality and readmission  
among patients with heart failure 
and atrial fibrillation  
Hernandez AF, Liang L, Fonarow GC, 
et al. Circ Cardiovasc Qual  
Outcomes. 2014 Sep;7(5):670-9. 
PM: 25205789 
 
Saphenous vein graft failure after 
coronary artery bypass surgery:  
insights from PREVENT IV  
Hess CN, Lopes RD, Gibson CM, 
et al. Circulation. 2014 Oct 
21;130(17):1445-51.  
PM: 25261549
 
Survival after primary  
prevention implantable  
cardioverter-defibrillator  
placement among patients  
with chronic kidney disease  
Hess PL, Hellkamp AS,  
Peterson ED, et al. Circ Arrhythm 
Electrophysiol. 2014 Oct;7(5):793-9. 
PM: 25038119

Use of ‘Real-World’ data to  
describe adverse events during 
the treatment of metastatic  
renal cell carcinoma in routine 
clinical practice  
Hirsch BR, Harrison MR, George 
DJ, et al. Med Oncol. 2014 
Sep;31(9):156.  
PM: 25115744 

Clinical management of  
Staphylococcus aureus  
bacteremia: a review  
Holland TL, Arnold C, Fowler VG Jr. 
JAMA. 2014 Oct 1;312(13):1330-41. 
PM: 25268440
 

Cardiovascular outcome trials of 
glucose-lowering strategies in 
type 2 diabetes--Authors’ reply  
Holman RR, Sourij H, Califf RM.  
Lancet. 2014 Sep 
20;384(9948):1097-8.  
PM: 25241719 

Comparative effectiveness of  
digoxin and propranolol for  
supraventricular tachycardia  
in infants  
Hornik CP, Chu PY, Li JS, et al.  
Pediatr Crit Care Med. 2014 Nov; 
15(9):839-45.  
PM: 25072477 

Cardiac resynchronization  
therapy in patients with renal 
dysfunction: keep calm and  
carry on  
Jackson KP, Piccini JP. J  
Cardiovasc Electrophysiol. 2014 
Nov;25(11):1196-8.  
PM: 25081185 

Clinical effectiveness of cardiac  
resynchronization therapy versus 
medical therapy alone among  
patients with heart failure:  
analysis of the ICD Registry  
and ADHERE  
Khazanie P, Hammill BG, Qualls 
LG, et al. Circ Heart Fail. 2014 
Nov;7(6):926-34.  
PM: 25227768

Cardiac implantable electronic  
device removal in patients  
with left ventricular assist device  
associated infections  
Krishnamoorthy A, Pokorney SD, 
Lewis RK, et al. J Cardiovasc  
Electrophysiol. 2014 
Nov;25(11):1199-205.  
PM: 24890850

Open access to clinical trials data 
Krumholz HM, Peterson ED.  
JAMA. 2014 Sep 10;312(10):1002-3. 
PM: 25203080 
 
Electronic Health Records  
(EHRs) in the oncology clinic:  
how clinician interaction with 
EHRs can improve communication 
with the patient  
Leblanc TW, Back AL, Danis M,  
et al. J Oncol Pract. 2014 
Sep;10(5):317-21.  
PM: 25027025 
 
Quality-of-life outcomes with  
coronary artery bypass graft  
surgery in ischemic left  
ventricular dysfunction: a  
randomized trial  
Mark DB, Knight JD, Velazquez EJ, 
et al. Ann Intern Med. 2014 Sep 
16;161(6):392-9. 
PM: 25222386 
 
Cirrhosis in hepatitis C  
virus-infected patients:  
a review for practitioners  
new to hepatitis C care  
Muir AJ. Top Antivir Med. 2014  
Sep-Oct;22(4):685-9.  
PM: 25398070 
 
Losmapimod, a novel p38  
mitogen-activated protein kinase 
inhibitor, in non-ST-segment  
elevation myocardial infarction: a 
randomised phase 2 trial  
Newby LK, Marber MS,  
Melloni C, et al. Lancet. 2014 Sep 
27;384(9949):1187-95.  
PM: 24930728 

http://www.ncbi.nlm.nih.gov/pubmed/?term=25205789
http://www.ncbi.nlm.nih.gov/pubmed/?term=25261549
http://www.ncbi.nlm.nih.gov/pubmed/?term=25038119
http://www.ncbi.nlm.nih.gov/pubmed/?term=25115744
http://www.ncbi.nlm.nih.gov/pubmed/?term=25268440
http://www.ncbi.nlm.nih.gov/pubmed/?term=25241719
http://www.ncbi.nlm.nih.gov/pubmed/?term=25072477
http://www.ncbi.nlm.nih.gov/pubmed/?term=25081185
http://www.ncbi.nlm.nih.gov/pubmed/?term=25227768
http://www.ncbi.nlm.nih.gov/pubmed/?term=24890850
http://www.ncbi.nlm.nih.gov/pubmed/?term=25203080
http://www.ncbi.nlm.nih.gov/pubmed/?term=25027025
http://www.ncbi.nlm.nih.gov/pubmed/?term=25222386
http://www.ncbi.nlm.nih.gov/pubmed/?term=25398070
http://www.ncbi.nlm.nih.gov/pubmed/?term=24930728
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Reasons for warfarin  
discontinuation in the  
Outcomes Registry for Better 
Informed Treatment of Atrial 
Fibrillation (ORBIT-AF) 
O’Brien EC, Simon DN,  
Allen LA, et al. Am Heart J. 2014 
Oct;168(4):487-94.  
PM: 25262258 
 
Extent, location, and clinical  
significance of non-infarct-relat-
ed coronary artery disease among  
patients with ST-elevation  
myocardial infarction  
Park DW, Clare RM, Schulte PJ,  
et al. JAMA. 2014 Nov 
19;312(19):2019-27.  
PM: 25399277 

Hypotension during  
hospitalization for acute heart 
failure is independently  
associated with 30-day mortality: 
findings from ASCEND-HF  
Patel PA, Heizer G, O’Connor 
CM, et al. Circ Heart Fail. 2014 
Nov;7(6):918-25.  
PM: 25281655

Comparison of safety of sotalol  
versus amiodarone in patients  
with atrial fibrillation and  
coronary artery disease  
Piccini JP, Al-Khatib SM, Wojdyla DM, 
et al. Am J Cardiol. 2014  
Sep 1;114(5):716-22.  
PM: 25129065 

Hospital case volume is  
associated with mortality in  
patients hospitalized with  
subarachnoid hemorrhage 
Prabhakaran S, Fonarow GC,  
Smith EE, et al. Neurosurgery. 2014 
Nov;75(5):500-8.  
PM: 24979097

Use of antiarrhythmic drug  
therapy and clinical outcomes  
in older patients with  
concomitant atrial fibrillation  
and coronary artery disease  
Steinberg BA, Broderick SH, 
Lopes RD, et al. Europace. 2014 
Sep;16(9):1284-90.  
PM: 24755440 
 
Clinical trials in peripheral  
vascular disease: pipeline and 
trial designs: an evaluation of  
the ClinicalTrials.gov database  
Subherwal S, Patel MR,  
Chiswell K, et al. Circulation. 2014 
Nov 11;130(20):1812-9.  
PM: 25239436 

The Clinical Trials Transformation 
Initiative: innovation through  
collaboration  
Tenaerts P, Madre L, Archdeacon P,  
et al. Nat Rev Drug Discov. 2014 Oct 
31;13(11):797-8.  
PM: 25359366

 
 

Late-onset bloodstream  
infections in hospitalized  
term infants  
Testoni D, Hayashi M,  
Cohen-Wolkowiez M, et al.  
Pediatr Infect Dis J. 2014 
Sep;33(9):920-3.  
PM: 24618934 
 
Check it, change it: a  
community-based, multifaceted  
intervention to improve blood  
pressure control  
Thomas KL, Shah BR, Elliot-Bynum S, 
et al. Circ Cardiovasc Qual Outcomes. 
2014 Nov;7(6):828-34.  
PM: 25351480 

Racial/Ethnic differences in  
process of care and outcomes  
among patients hospitalized  
with intracerebral hemorrhage  
Xian Y, Holloway RG, Smith EE, et al. 
Stroke. 2014 Nov;45(11):3243-50. 
PM: 25213344

http://www.ncbi.nlm.nih.gov/pubmed/?term=25262258
http://www.ncbi.nlm.nih.gov/pubmed/?term=25399277
http://www.ncbi.nlm.nih.gov/pubmed/?term=25281655
http://www.ncbi.nlm.nih.gov/pubmed/?term=25129065
http://www.ncbi.nlm.nih.gov/pubmed/?term=24979097
http://www.ncbi.nlm.nih.gov/pubmed/?term=24755440
http://www.ncbi.nlm.nih.gov/pubmed/?term=25239436
http://www.ncbi.nlm.nih.gov/pubmed/?term=25359366
http://www.ncbi.nlm.nih.gov/pubmed/?term=24618934
http://www.ncbi.nlm.nih.gov/pubmed/?term=25351480
http://www.ncbi.nlm.nih.gov/pubmed/?term=25213344
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