
1

News
September/October

2014

Message from the Executive Director 

At the DCRI, we are dedicated to advancing clinical research 
through innovative study design and operations, thoughtful  
analytics, and a commitment to rapid knowledge generation  
and dissemination. Every quarter, our newsletter highlights  
projects that exemplify these goals. In this issue, we focus on our 
clinical operations and their efforts to improve efficiency through 
initiatives such as the Rapid Start Network. This effort leverages 
the existing DCRI nationwide network of sites to reduce average 
contracting times by 60%. Soon, we’ll also be piloting a digitized, 
interactive tablet-based informed consent process for study  
participation that should reduce consent times but also increase 
patient understanding—the wave of the future!  

I’m also excited to give you some highlights from clinical research 
from a range of specialties, including women’s health, lung  
transplantation, and our first ischemic stroke trial. Last, but  
definitely not least, we can’t forget our partnerships with sites that 
provide the basis of effective clinical research. In this issue, we take 
a moment to thank the faculty and staff of the Lurie Children’s 
Hospital of Chicago and get to know a little bit more about these 
collaborators. Thank you also to the global community of partners 
who share our mission and are so crucial to our collective success.   

 
 
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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    SItE SPOtLIgHt

Lurie Children’s Hospital of Chicago 

We asked Ram Yogev, MD, and 
Laura Fearn, RN, of the Lurie  
Children’s Hospital of Chicago  
to describe the collaborative  
relationship between the  
hospital and the DCRI. 

tell us about your site. 

Dr. Yogev: Ann & Robert H.  
Lurie Children’s Hospital of  
Chicago in Chicago, Illinois, is  

a pediatric specialty hospital with more than 1000 physicians on  
its medical staff and 4000 employees. Lurie Children’s offers  
70 pediatric sub-specialties and has physicians at 14 other city  
and suburban locations. Physicians and staff provide highly  
specialized care for thousands of children from every U.S. state 
and 35 countries. 

How long have you worked with the DCRI  
and how did the relationship start? 

Dr. Yogev: We joined the DCRI two years ago to work on a phar-
macometric trial for the Pediatric Trials Network. Largely thanks to 
Laura’s efforts, we were able to quickly enroll patients for that trial, 
and because of our successful efforts with that first PTN trial, we 
were approached to participate in another three studies with the 
DCRI. We are now one of the top enrolling sites with the PTN. 

Continued on page 2
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    SItE SPOtLIgHt

Lurie Children’s Hospital of Chicago 
Continued from page 1 

The DCRI has many criteria for choosing sites, and fortunately, 
we have a great deal of experience. We have participated in more 
than 200 studies over the past 20 years. I have worked on three 
NIH grants that were similar to the PTN pharmacometric trial. 

What is it like working with the DCRI compared with 
your experience working with other academic or  
clinical research organizations?

Dr. Yogev: Our relationship with the DCRI operations staff has 
been wonderful, and the principal investigators of the studies  
have always responded to our questions and requests quickly  
and thoughtfully. The investigators provide education around  
study protocols, and they make us feel like we are really a part 
of the study and not just people in the field. The quality of our 
relationship with the DCRI makes us happy to go the extra mile 
if needed. We hope to continue working with the DCRI for many 
years to come. 

Ms. Fearn: The DCRI is wonderful to work with. Everyone is so 
helpful, and it really feels like a team effort. When you do studies 
with CROs, you can run into “middle-man” problems. Compared 
with other organizations we have worked with, the DCRI is way 
ahead of the field. It’s not just about paperwork, but about how 
we as people can help. It’s a personal touch that is missing in  
many other studies. With the DCRI, it is not just a business to 
make money. You can sense a desire to improve care from  
everyone on the team, and we really feel like we are part  
of the process. 

RAPID StARt NEtWORK MAKINg CLINICAL  
RESEARCH QuICKER, MORE EFFICIENt  
The DCRI’s Rapid Start Network (RSN) is changing  
the way the DCRI runs clinical trials across the country.  

The RSN is a nationwide alliance of study 
sites with pre-existing Master Service 
Agreements in place and study-specific 
addenda created for each new project. 
This significantly decreases contract  

negotiation and execution timelines, and results in a 60% average 
reduction in typical contracting timelines, for an average of 20 
business days to contract execution.

The DCRI uses the RSN to leverage its extensive network of U.S. 
sites that it has worked with in previous trials. The DCRI’s familiari-
ty and experience with these sites is used to enhance site selection, 
start-up, and study operations at investigative sites. Once all U.S. 
sites have been identified for a study, the site start-up team guides 
the selected sites through the start-up phase in a timely manner.  
 
Site start-up services are aligned within the clinical operations 
structure and are dedicated to assisting sites to obtain institutional 
review board (IRB) approvals.  
 
Continued on page 3 
 

Our voices are heard and our opinions are factored in at all levels 
whenever possible. That is not always true with other study part-
ners we have worked with. The DCRI always responds quickly, and 
they put my mind at ease, knowing someone is taking care of me. 
The PIs show us such respect. 
 

 
What did your team bring to the relationship that  
improved/enhanced the experience for the DCRI?  
the patients? 

Ms. Fearn: When we are enrolling patients, we work with our 
pharmacy to identify patients who are taking the drug in question 
and who might be eligible for the trial. We will also reach out to 
the attending physician responsible for the patient to explain the 
study directly. Many times, the attending physicians are interested 
in helping us and will volunteer to talk to the patient and his or her 
family. This makes it much more comfortable for our patients and 
their families. Our success rate has been very high with this ap-
proach. We always try to make it as convenient as possible for our 
patients and their families. For example, if we need blood samples 
for a trial, we will take the samples during our organized blood 
drives so as not to have additional blood draws for the children.

“Our relationship with the DCRI operations 

staff has been wonderful, and the principal 

investigators of the studies have always  

responded to our questions and requests 

quickly and thoughtfully.” 

Ram Yogev, MD  
Lurie Children’s Hospital of Chicago 

Feature 
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RAPID StARt NEtWORK MAKINg CLINICAL  
RESEARCH QuICKER, MORE EFFICIENt 
Continued from page 2 
 
The DCRI uses its experience working with various types of sites, 
from large institutional local IRBs to smaller central IRB sites, to 
obtain approval in a timely and efficient manner. Because obtain-
ing IRB approval from sites is imperative to meet study milestones 
and objectives, each project leader monitors the study closely for 
adherence to expected timelines. 

The network benefits both sponsors and participating sites,  
according to Marc Ingram, associate director of contracts  
management at the DCRI.

“Sites find it beneficial because it eases their administrative  
burden during study start-up,” he said. “There are lots of things  
to do, and if the contracting process can be made more efficient, 
all the better. 
 
“If used correctly, RSN can help significantly shorten contracting 
times, which can, in turn, shorten study start-up.”

DuKE tO LEAD $20 MILLION PROJECt  
tO StuDY utERINE FIBROIDS  

 
The DCRI will serve as the research 
and data coordinating center for 
a 5-year, $20 million project to 
evaluate the effectiveness of  
different treatment strategies for 
women with uterine fibroids. 

Uterine fibroids are the most common non-cancerous tumors in 
women of childbearing age and the second-most common reason 
that women of childbearing age undergo surgery. They can lead to 
significant pain, bleeding, and fertility problems. Treatments range 
from noninvasive approaches such as watchful waiting to invasive 
procedures such as hysterectomy. However, there is little evidence 
about the effectiveness of these therapies or their outcomes, 
including impact on the ability to have children. 

 
 
 
 
 
 
 
The project, a collaboration between the Patient-Centered Out-
comes Research Institute (PCORI) and the Agency for Healthcare 
Research and Quality (AHRQ), will be led by Evan Myers, MD, MPH, 
of Duke University School of Medicine’s Department of Obstetrics 
and Gynecology and the DCRI. AHRQ has awarded the team a 
$3.95 million, first-year grant for the project, called Comparing 
Options for Management: Patient-Centered Results for Uterine 
Fibroids (COMPARE-UF). 

The research team will receive up to $4 million per year for up to  
5 years to build the registry and conduct the research. According 
to Myers, the DCRI was chosen for its long history of work on  
this topic. 

Each center will contribute information about geographically, 
racially, ethnically, and clinically diverse women who have received 
medical or surgical treatment for uterine fibroids, with patients 
reporting on what happens to them over time after their treat-
ment. Women who have had uterine fibroids, as well as other 
stakeholders, are directly involved in determining the direction 
of the research and are participating as active members of the 
research team.

The DCRI will be involved in finalizing COMPARE-UF’s research 
design, as well as data management and analysis – creating an 
infrastructure that Myers hopes to utilize in similar projects in  
the future. 

the team is composed of a research and data coordinating  
center based at DCRI and the following nine clinical centers: 

Mayo Clinic Collaborative Network (Elizabeth Stewart, MD)

University of California Fibroid Network (Vanessa Jacoby, MD, MAS)

Henry Ford Health System (Ganesa Wegienka, PhD)

University of Mississippi Medical Center (Kedra Wallace, PhD)

Northwestern Memorial Hospital-Chicago Consortium  
(Erica Marsh, MD, MSci)

University of North Carolina at Chapel Hill (Wanda Nicholson, MD, MPH)

Brigham and Women’s/Harvard (Raymond Anchan, MD, PhD)

Inova Health Systems (G. Larry Maxwell, MD)

Department of Defense Clinical Consortium (William H. Catherino, MD, PhD)

“The DCRI was chosen for its long history  

of work on this topic.” 

Evan Myers, MD, MPH 
Duke University School of Medicine’s  
Department of Obstetrics and Gynecology and the DCRI

Feature 
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PALMER tO HEAD NEW LuNg  
tRANSPLANt NEtWORK 

 
The DCRI’s Scott Palmer, MD, MHS,  
has received $12.95 million from  
the National Institute of Allergy  
and Infectious Diseases to establish  
a Lung Transplant Clinical Trials  
Network (LT-CTN) as part of the  
Clinical Trials in Organ Transplantation 
(CTOT) program. 

Since its inception, CTOT – an investigative consortium for  
conducting clinical studies that will lead to improved outcomes  
for transplant recipients – has primarily funded studies of heart, 
kidney, or liver transplants. The LT-CTN is the program’s first  
collaboration funded solely for the purpose of studying lung  
transplantation. According to Palmer, this unique opportunity 
“speaks to our strengths in clinical research, transplant  
immunology, and the success of Duke’s clinical lung  
transplant program.”

Lung transplant recipients are the fastest-growing segment of 
organ transplant patients. This growth is expected to continue due 
to increasing rates of advanced lung disease as well as increasing 
lung donor utilization rates. However, this increase in transplant 
rates has not been accompanied by an improvement in patient 
outcomes. The median long-term survival rate for lung transplant 
patients is just six years, a figure that lags all other commonly 
transplanted organs. 

In the LT-CTN, Palmer and his team will address important post-
transplant complications that contribute to these relatively poor 
long-term outcomes. First, through a randomized clinical trial 
that incorporates a novel immune assay, investigators will test an 
approach to reduce cytomegalovirus (CMV) infection, which often 
afflicts transplant patients and contributes to early graft failure. 

DIgItALIZED INFORMED CONSENt 
AIDS PAtIENt uNDERStANDINg 
 
Patients being recruited to participate in a 
clinical study often lack an understanding  
of the study’s objectives and therefore are  
not sure what they are consenting to do  

as potential study participants. In addition, communicating the  
medical risks and procedural specificities of a clinical trial in a way 
that is clear to enrolling patients is often difficult and time-con-
suming, and can hinder a patient’s willingness to participate.  

However, a recent initiative within the DCRI to digitize the  
informed consent process could lead to a more intuitive,  
dynamic, and efficient process, and thus improve the patient’s 
understanding of the goals of the study.

In the traditional study consenting process, patients receive a 
lengthy document to read and sign; however, currently there are 
no measures to ensure that patients clearly understand the trial in 
which they are agreeing to participate.  
 
Continued on page 5

Second, through a prospective multicenter registry that includes 
extensive biobanking of clinical samples, investigators will seek 
to better understand the phenotypes and mechanisms of chronic 
lung allograft dysfunction (CLAD), a major cause of death after 
lung transplantation.

To conduct these studies, Palmer and his colleagues have assem-
bled a network of investigators at five academic lung transplant 
centers: Duke, the Cleveland Clinic, Johns Hopkins University, the 
University of California – Los Angeles, and the University of Toron-
to. In addition to these five clinical programs, the network includes 
a clinical CMV immune monitoring laboratory, two mechanistic 
CMV laboratories, and one CLAD mechanistic laboratory. Palmer, 
director of Pulmonary Research at the DCRI, will serve as principal 
investigator for the entire network. He notes broad expertise as 
a key strength of the LT-CTN; the entire team includes specialists 
in medicine, surgery, pulmonary research, transplant infectious 
disease, immunology, biostatistics, and bioinformatics.

“This project provides us with an opportunity to move the field of 
lung transplant studies forward,” Palmer said. “The funding and 
support will allow us to answer important questions that could 
translate directly into improved patient care and better long-term 
outcomes for our lung transplant patients.”

“This project provides us with an  

opportunity to move the field of lung  

transplant studies forward.” 

Scott Palmer, MD, MHS
Director of Pulmonary Research 

Feature 
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DIgItALIZED INFORMED CONSENt AIDS PAtIENt 
uNDERStANDINg  
Continued from page 4 
 
The challenge, explained Zubin Eapen, MD, director of education 
IT innovations, is how to transition from a dense, paper-based 
consent form that patients don’t read or understand to a highly 
interactive, video-based experience. 
  
Drawing on the DCRI’s extensive trial operations expertise,  
along with technical and communication prowess from across the 
organization, Eapen and a cross-departmental team are working to 
finalize a new tablet-based informed consent interface. This new 
format breaks the informed consent process into smaller sections 
and requires that the prospective enrollee answer questions after 
each section to confirm understanding of the trial.

Employing the latest technologies allows for a more adaptable  
system that is easily tailored to address the needs of a research 
study and targeted patient groups. The goal is to enable a  
“re-livable” consenting process whereby patients can access the 
video instructions as often as needed. This interaction reduces the 
burden on the study coordinators to walk through the entire  
explanation of the study with the patient multiple times. 

First subject  
randomized in  
OCEAN trial  
 
Congratulations  
to the Omega-3  
for Co-Morbid 

Depression & HF Treatment (OCEAN) team for 
randomizing the trial’s first subject on June 12.

OCEAN is a multisite phase II, proof-of-concept 
pilot trial, sponsored by Duke, to assess the  
impact and mechanisms of omega-3 supple-
mentation on moderate to severe major  
depressive disorder (MDD), when added to the 
usual care of adult patients with chronic heart 
failure and MDD.

Kudos to the team!

New PALM Registry to assess management 
of cardiovascular disease risk 
 
Sponsored by Regeneron Pharmaceuticals, the  
Prospective Assessment of Lipid Management (PALM) 
Registry is a prospective database of 175 U.S. sites and 
7500 patients, assessing current practice patterns in 

managing lipid levels based on the new ACC/AHA guidelines for manag-
ing 10-year atherosclerotic cardiovascular disease risk. The DCRI is providing 
thought leadership, site and project management, data management, and 
statistics analysis and support. This outpatient registry will target cardiology, 
general and internal medicine, and endocrinology practices for participation. 

Enrollment begins in early 2015. Tablets, preloaded with an informed  
consent video and patient surveys, will be distributed to sites. These activities 
will be completed in the clinic setting with the goal of accommodating  
existing workflows.

For more information, contact Laura Webb, Project Leader, Health Services  
and Outcomes Research, DCRI, at 919-668-8977 or laura.webb@duke.edu.

Moreover, the system allows clinicians to gather metrics to further 
improve the enrollment process. With this completely digital  
method, once a patient has completed the consent process, the 
system automatically generates the necessary regulatory documents 
for inclusion in the electronic health record. The patient receives a 
signed copy of the consent form as well as the information needed 
to easily withdraw consent should he or she decide to do so.

The challenge, explained Zubin Eapen, MD, 
director of education IT innovations, is how  
to transition from a dense, paper-based  
consent form that patients don’t read or  
understand to a highly interactive,  
video-based experience. 

Zubin Eapen, MD
Assistant Professor of Medicine, Cardiology

Project News 

Feature 
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    RECRuItINg StuDIES

CAt-HF
Cardiovascular Improve-
ments with Minute  
Ventilation-targeted ASV 
Therapy in Heart Failure
 
The study objective is to 
evaluate minute ventilation 
(MV)-targeted adaptive 
servo-ventilation (ASV) 
in addition to optimized 
medical therapy (OMT) 
versus OMT alone at 6 
months in patients with 
acute decompensated 
heart failure. The study is 
a randomized, unblinded, 
multicenter trial with a 
parallel group design. 
Subjects are randomized 
to either control (OMT for 
chronic heart failure) or  
active treatment (OMT 
plus MV-targeted ASV)  
in a 1:1 ratio. Up to  
215 subjects overall will  
be randomized. 

Recruitment for both sites 
and subjects is underway.
 
Clinicaltrials.gov  
Identifier: 
NCT01953874
 
Sponsor
ResMed
 
Learn More about 
Participating
Lisa Hatch, Project Leader
919.668.7516
lisa.hatch@duke.edu

HARMONEE
Japan-USA Harmonized 
Assessment by Random-
ized, Multi-Center  
Study of OrbusNEich’s 
Combo Stent

This single-blind study is 
assessing a novel drug-
eluting stent platform 
for percutaneous coro-
nary revascularization in 
patients from the United 
States and Japan with 
ischemic coronary disease 
and non–ST-segment 
elevation myocardial 
infarction acute coronary 
syndrome. Patients will be 
randomized 1:1 to receive 
the Combo Dual Therapy 
Stent as the investigational 
treatment arm or a Xience 
everolimus-eluting stent as 
the active-control arm. It 
is expected to include up 
to 50 sites in Japan and 
the United States with an 
anticipated enrollment of 
572 subjects.

Site recruitment is closed. 
Enrollment ongoing in 
Japan. Enrollment in the 
U.S. is expected to begin 
in late fall 2014. 

Clinicaltrials.gov  
Identifier: 
NCT02073565  

Sponsor
OrbusNeich Medical

Learn More about 
Participating
Allison Handler,  
Senior Project Leader
919.668.8885
allison.handler@duke.edu

FIgHt
Functional Impact of GLP-1 
for Heart Failure Treatment

This is a randomized, 
double-blinded, placebo-
controlled study in which 
placebo or a glucagon-like 
peptide (GLP)-1 agonist 
(liraglutide 1.8 mg) will 
be administered daily by 
subcutaneous injection, 
initiated at discharge  
and administered  
for 6 months.

This study tests the hy-
pothesis that, compared 
with placebo, therapy with 
a subcutaneous GLP-1 ag-
onist after the acute heart 
failure syndrome discharge 
period will be associated 
with greater clinical stabil-
ity at 6 months as assessed 
by a composite clinical 
endpoint. The anticipated 
enrollment is 300 patients.

Clinicaltrials.gov  
Identifier: 
NCT01800968

Sponsor
DCRI

Funded by
National Heart, Lung,  
and Blood Institute

Learn More about 
Participating
Doris Coleman,  
Project Leader
919.668.8042
doris.coleman@duke.edu

ORBIt-AF II
Outcomes Registry for Better 
Informed Treatment of Atrial 
Fibrillation II 

ORBIT-AF II is a multicenter, 
prospective outpatient registry 
of patients with incident atrial 
fibrillation (AF) as well as those 
recently started on novel oral 
anticoagulants. Following on 
the work of ORBIT-AF I, this 
registry will provide post-mar-
ket surveillance data needed 
for assessing the safety of 
novel oral anticoagulants when 
used in broader patient popu-
lations and community practice 
settings. It will be the largest 
contemporary U.S. cohort of 
outpatients with AF, becom-
ing the most in-depth study of 
novel anticoagulants and their 
management in general prac-
tice and subsequent outcomes 
in patients with AF. 

A substudy titled “A Patient 
Survey of Disease Under-
standing, Treatment Prefer-
ences, and Decision Making” 
is starting this fall. A total of 
50 ORBIT-AF II sites and 1000 
ORBIT-AF II patients will be 
enrolled to participate in the 
substudy.

Clinicaltrials.gov  
Identifier: NCT01701817

Sponsor
Janssen Scientific Affairs, LLC

Learn More about  
Participating
Rosalia Blanco
919.660.0890
rosalia.blanco@duke.edu
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    RECRuItINg StuDIES

    uPCOMINg EvENtS

AASLD 2014
American Association for the  
Study of Liver Disease
November 7–11, 2014 
Boston, MA
Hynes Convention Center

AHA 2014
American Heart Association  
Scientific Sessions
November 16–18, 2014 
Chicago, IL
McCormick Place

SPRItES
Sertraline Pediatric Registry for The 
Evaluation of Safety
 
This prospective cohort study will 
evaluate the risks and benefits of treat-
ment with sertraline under real-world 
conditions in subjects ages 6 to 16 
(inclusive) who are prescribed sertraline 
by a physician for up to a 3-year period 
and who meet all inclusion criteria 
and none of the exclusion criteria for 
SPRITES. This study is a component of a 
post-approval regulatory commitment 
to the European Medicines Agency.

SPRITES is expected to gather  
meaningful information on the safety 
of long-term sertraline use in pediatric 
subjects and to evaluate the long-term 
impact of treatment with sertraline on 
aspects of cognition, emotional and 
physical development, and pubertal 
maturation. There are approximately 40 
participating sites in the United States.

Clinicaltrials.gov Identifier: 
NCT01302080

Sponsor
Pfizer

Learn More about Participating
Jennifer Murphy, Project Leader
919.668.8795
jennifer.murphy@duke.edu

SOCRAtES
Acute Stroke or Transient Ischaemic  
Attack Treated with Aspirin or  
Ticagrelor and Patient Outcomes
 
This randomized double-blind  
multinational study will compare 
ticagrelor with acetylsalicylic acid 
(aspirin) for the prevention of major 
vascular events (composite of stroke, 
myocardial infarction, and death) in 
patients with acute ischaemic stroke  
or transient ischaemic attack. The  
study is currently recruiting both sites 
and patients, with an anticipated 
enrollment of 9600 patients.

Clinicaltrials.gov Identifier: 
NCT01994720

Sponsor
AstraZeneca

Learn More about Participating
Craig Reist, PhD, Project Leader
919.668.8047
craig.reist@duke.edu

tACtICS-HF
Targeting Acute Congestion with 
Tolvaptan In Congestive Heart Failure

This investigator-initiated, randomized, 
double-blinded, placebo-controlled, 
multicenter study will compare the 
effects of oral tolvaptan versus placebo 
as an adjunct to a fixed dose of  
intravenous furosemide on dyspnea 
relief, renal function, and changes  
in clinical status in 250 patients  
hospitalized with acute decompensated 
heart failure who have a prior clinical 
diagnosis of heart failure and have 
been treated with oral loop diuretics, 
40 mg of furosemide (or equivalent) 
daily, for at least 1 month.

Clinicaltrials.gov Identifier: 
NCT01644331

Sponsor
Duke University through grant  
support from Otsuka America  
Pharmaceutical, Inc.

Learn More about Participating
Pamela Monds, Project Leader
919.668.8695
pamela.monds@duke.edu
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Alphabetical by journal

The quality of antiplatelet  
and anticoagulant medication  
administration among  
ST-segment elevation myocardial  
infarction patients transferred  
for primary percutaneous  
coronary intervention
Wang TY, Magid DJ, Ting HH, Li S, 
Alexander KP, Roe MT, Peterson ED
Am Heart J. 2014 Jun;167(6):833-9.
PM: 24890532

Implications of prior myocardial 
infarction for patients presenting 
with an acute myocardial  
infarction
Shen L, Shah BR, Nam A,  
Holmes D, Alexander KP, et al.
Am Heart J. 2014 Jun;167(6):840-5.
PM: 24890533

Comparison of hybrid coronary 
revascularization versus coronary 
artery bypass grafting in patients 
≥65 years with multivessel  
coronary artery disease
Harskamp RE, Puskas JD,  
Tijssen JG, Walker PF,  
Liberman HA, Lopes RD, et al.
Am J Cardiol. 2014 Jul 
15;114(2):224-9.
PM: 24878119

Cost analysis of periprocedural 
imaging in patients undergoing 
catheter ablation for  
atrial fibrillation
Pokorney SD, Hammill BG, Qualls LG, 
Steinberg BA, Curtis LH, Piccini JP
Am J Cardiol. 2014 Jul 
15;114(2):266-71.
PM: 24952929

 
 
Utilizing population controls  
in rare-variant case parent  
association tests
Jiang Y, Satten GA, Han Y,  
Epstein MP, Heinzen EL,  
Goldstein DB, Allen AS 
Am J Hum Genet. 2014 Jun 
5;94(6):845-53.  
PM: 24836453

Rate- and rhythm-control  
therapies in patients with atrial 
fibrillation: a systematic review
Al-Khatib SM, Allen LaPointe NM, 
Chatterjee R, Crowley MJ, et al.
Ann Intern Med. 2014 Jun 
3;160(11):760-73.
PM: 24887617

Developmental pharmacokinetics 
of piperacillin and tazobactam  
using plasma and dried blood 
spots from infants
Cohen-Wolkowiez M, Watt KM, 
Zhou C, et al. Antimicrob Agents 
Chemother. 2014 May;58(5): 
2856-65. PM: 24614369

Telavancin for hospital-acquired 
pneumonia: clinical response  
and 28-day survival
Corey GR, Kollef MH,  
Shorr AF, Rubinstein E, et al.
Antimicrob Agents Chemother.  
2014 Jun;58(6):3581.
PM: 24419353

 

 

Blood pressure level impacts  
risk of death among HIV  
seropositive adults in Kenya:  
a retrospective analysis of  
electronic health records
Bloomfield GS, Hogan JW, Keter 
A, Holland TL, Sang E, Kimaiyo S, 
Velazquez EJ
BMC Infect Dis. 2014 May 
22;14(1):284.
PM: 24886474

A randomized Phase 2 trial 
of telavancin versus standard 
therapy in patients with uncom-
plicated Staphylococcus aureus 
bacteremia: the ASSURE study
Stryjewski ME, Lentnek A,  
O’Riordan W, Pullman J, et al.
BMC Infect Dis. 2014 May 
23;14(1):289.
PM: 24884578

Outcomes of temporary  
interruption of rivaroxaban  
compared with warfarin in 
patients with nonvalvular atrial 
fibrillation: results from the  
Rivaroxaban Once Daily, Oral, 
Direct Factor Xa Inhibition  
Compared With Vitamin K  
Antagonism for Prevention  
of Stroke and Embolism Trial in 
Atrial Fibrillation (ROCKET AF)
Sherwood MW, Douketis JD,  
Patel MR, Piccini JP, Hellkamp AS, 
Lokhnygina Y, et al.
Circulation. 2014 May 
6;129(18):1850-9.
PM: 24552831

    SELECt PuBLICAtIONS FROM MORE THAN 200 PUBLISHED  
                   (MAY - JULY 2014; TRAINEES UNDERLINED)
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Lack of concordance between 
empirical scores and physician  
assessments of stroke and  
bleeding risk in atrial fibrillation: 
results from the outcomes  
registry for better informed  
treatment of atrial fibrillation 
(ORBIT-AF) registry
Steinberg BA, Kim S, Thomas L,  
Fonarow GC, Hylek E, Ansell J, et al.
Circulation. 2014 May 
20;129(20):2005-12.
PM: 24682387 

The learning curve for  
transradial percutaneous  
coronary intervention among 
operators in the United States:  
a study from the national  
cardiovascular data registry
Hess CN, Peterson ED, Neely ML,  
Dai D, Hillegass WB, Krucoff MW,  
et al. Circulation. 2014 Jun 
3;129(22):2277-86.
PM: 24756064

Cumulative radiation exposure 
and cancer risk estimation in  
children with heart disease
Johnson JN, Hornik CP, Li JS,  
Benjamin DK, et al.
Circulation. 2014 Jul 8;130(2):161-7.
PM: 24914037

 

Antibacterial Resistance  
Leadership Group: open  
for business
Chambers HF, Bartlett JG, Bonomo 
RA, Chiou C, Cosgrove SE, Cross 
HR, et al. Clin Infect Dis. 2014 
Jun;58(11):1571-6.
PM: 24610430

Repeat endocarditis: analysis  
of risk factors based on the  
International Collaboration on 
Endocarditis - Prospective  
Cohort Study
Alagna L, Park LP, Nicholson BP,  
Keiger AJ, Strahilevitz J, Morris A,  
et al. Clin Microbiol Infect. 2014 
Jun;20(6):566-75.
PM:24102907

Decongestion in  
acute heart failure
Mentz RJ, Kjeldsen K, Rossi GP,  
Voors AA, Cleland JG, Anker SD,  
et al. Eur J Heart Fail. 2014 
May;16(5):471-82.
PM: 24599738

International differences in  
clinical characteristics, manage-
ment, and outcomes in acute 
heart failure patients: better 
short-term outcomes in patients 
enrolled in Eastern Europe and 
Russia in the PROTECT trial
Mentz RJ, Cotter G, Cleland JG, 
Stevens SR, Chiswell K, Davison 
BA, et al. Eur J Heart Fail. 2014 
Jun;16(6):614-24.
PM: 24771609

Use and outcomes of antiar-
rhythmic therapy in patients with 
atrial fibrillation receiving oral 
anticoagulation: Results from the 
ROCKET AF trial
Steinberg BA, Hellkamp AS,  
Lokhnygina Y, Halperin JL,  
Breithardt G, et al. Heart Rhythm. 
2014 Jun;11(6):925-32.
PM: 24833235

Influence of exercise training  
on T-wave alternans assessed 
during exercise test in heart  
failure patients
Piotrowicz E, Pencina M,  
Piotrowski W, Banach M,  
Piotrowicz R  
Int J Cardiol. 2014 Jul 1; 
174(3):747-9.
PM: 24767758

Long-term dynamics of death 
rates of emphysema, asthma,  
and pneumonia and improving 
air quality
Kravchenko J, Akushevich I,  
Abernethy AP, Holman S, Ross WG, 
Lyerly HK  
Int J Chron Obstruct  
Pulmon Dis. 2014 Jun 16;9:613-27.
PM: 25018627

We need to do better for  
patients with non-ST-segment 
elevation acute coronary  
syndrome who are managed 
without revascularization
Ohman EM, Harskamp RE
J Am Coll Cardiol. 2014 Jun 
3;63(21):2258-60.
PM: 24703912
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ACC/AHA statement on  
cost/value methodology in  
clinical practice guidelines and 
performance measures: a report 
of the American College of  
Cardiology/American Heart  
Association Task Force on  
Performance Measures and Task 
Force on Practice Guidelines
Anderson JL, Heidenreich PA, Barnett 
PG, Creager MA, et al.
J Am Coll Cardiol. 2014 Jun 
3;63(21):2304-22.
PM: 24681044

In-hospital worsening heart  
failure and associations with 
mortality, readmission, and 
healthcare utilization
DeVore AD, Hammill BG, Sharma PP, 
Qualls LG, Mentz RJ, et al.
J Am Heart Assoc. 2014 Jul 11;3(4). 
pii: e001088.
PM: 25015076

Feasibility of autologous cord 
blood cells for infants with 
hypoxic-ischemic encephalopathy
Cotten CM, Murtha AP, Goldberg 
RN, Grotegut CA, Smith PB, et al.
J Pediatr. 2014 May;164(5): 
973-979.e1.
PM: 24388332

Charting a roadmap for heart  
failure biomarker studies
Ahmad T, Fiuzat M, Pencina MJ, 
Geller NL, et al.
JACC Heart Fail. 2014 Jun 5. pii: 
S2213-1779(14)00111-5. 
PM: 24929535

Biomarkers of myocardial stress 
and fibrosis as predictors of mode 
of death in patients with chronic 
heart failure
Ahmad T, Fiuzat M, Neely B,  
Neely ML, Pencina MJ, et al.
JACC Heart Fail. 2014 Jun;2(3): 
260-8.
PM: 24952693

Effect of fluconazole prophylaxis 
on candidiasis and mortality in 
premature infants: a randomized 
clinical trial
Benjamin DK, Hudak ML, Duara S, 
Randolph DA, Bidegain M, et al.
JAMA. 2014 May 7;311(17):1742-9.
PM: 24794367

Safety and immunogenicity of 
tetanus diphtheria and acellular 
pertussis (Tdap) immunization 
during pregnancy in mothers and 
infants: a randomized clinical trial
Munoz FM, Bond NH, Maccato M, 
Pinell P, Hammill HA, et al.
JAMA. 2014 May 7;311(17):1760-9.
PM: 24794369

Association between  
prophylactic implantable  
cardioverter-defibrillators and 
survival in patients with left  
ventricular ejection fraction  
between 30% and 35%
Al-Khatib SM, Hellkamp AS,  
Fonarow GC, Mark DB, Curtis LH, 
Hernandez AF, et al. JAMA. 2014  
Jun 4;311(21):2209-15.
PM: 24893088

Ethics and regulatory  
complexities for pragmatic  
clinical trials
Sugarman J, Califf RM
JAMA. 2014 Jun 18;311(23):2381-2.
PM: 24810723

Sofosbuvir and ribavirin for  
hepatitis C in patients with  
HIV coinfection
Sulkowski MS, Naggie S, Lalezari J, 
Fessel WJ, Mounzer K, Shuhart M,  
et al. JAMA. 2014 Jul  
23-30;312(4):353-61.
PM: 25038354

Rituximab for follicular  
lymphoma: watch and wait, 
watch and worry, or watch  
and live?
LeBlanc T, Kamal A, Abernethy A
Lancet Oncol. 2014 
Jun;15(7):e251-2.
PM: 24872108

Ledipasvir and sofosbuvir for 8  
or 12 weeks for chronic HCV 
without cirrhosis
Kowdley KV, Gordon SC, Reddy KR, 
Rossaro L, Bernstein DE, Lawitz E,  
et al. N Engl J Med. 2014 May 
15;370(20):1879-88.
PM: 24720702
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Single-dose oritavancin in the 
treatment of acute bacterial  
skin infections
Corey GR, Kabler H, Mehra P, Gupta 
S, Overcash JS, Porwal A, et al.
N Engl J Med. 2014 Jun 
5;370(23):2180-90.
PM: 24897083

Antidepressant use in pregnancy 
and the risk of cardiac defects
Huybrechts KF, Palmsten K,  
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N Engl J Med. 2014 Jun 
19;370(25):2397-407.
PM: 24941178
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contributions - predicting  
the effects
Schulman KA, Richman BD,  
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N Engl J Med. 2014 Jun 
26;370(26):2462-2465.
PM: 24963565
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inhalations induce differential  
T cell expansion and lung injury: 
a novel model of pulmonary 
graft-versus-host disease
Martinu T, Kinnier CV, Sun J,  
Kelly FL, Nelson ME, Garantziotis S, 
Foster WM, Palmer SM
PLoS One. 2014 May 
20;9(5):e97951.
PM: 24844383
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Staphylococcus aureus infection 
and human sepsis
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Lucas J, et al.
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5;10(6):e1004149.
PM: 24901344
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