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Welcome!
The Duke Clinical Research Institute is dedicated to advancing clinical research through
innovation, education, sharing knowledge, designing scientifically rigorous studies,
and conducting operationally efficient clinical trials in more than 20 therapeutic areas.
With your help, we conduct amazing clinical research, from the smallest pilot study
to global megatrials. Our experience covers all phases of evaluation, from initial,
proof-of-concept studies to multinational late-phase trials, postapproval registries,
and outcomes studies.
We embrace the concept that integration of biostatistical, clinical, site and data
management, and project management expertise are essential for successful clinical
research. Physician-investigators with extensive knowledge in many specialties provide critical leadership and input
on study design to create more efficient, practical, and clinically relevant research.
Our operational focus in the near future is to encourage innovation,
quality, operational expertise and efficiency, and diversification of
clinical trials. We’re now using electronic medical records and
population screening to more efficiently identify potential patients
for enrollment and working to develop rapid start contracts
(essentially master services agreements) with our valued clinical
trial sites to expedite the contracting process per individual trial.

“Our operational focus in the near future
is to encourage innovation, quality,
operational expertise and efficiency,
and diversification of clinical trials.”
This newsletter highlights a few of the areas in which our faculty is
engaging in cutting-edge research. It also illustrates how a thriving
Institute made up of creative and diverse individuals who learn from
one another can produce important and innovative discoveries that
involve and build the capacity of our international partners while
improving the lives of people around the world.
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APPS FOR OPS Leveraging mobile technology to deploy clinical
trial materials and enhance site communications
Instant access to information is now an expectation in our world. The
“mobile app” has evolved from a novelty in our personal life (checking the
weather, getting directions, connecting with friends, and keeping up with
current events) to a professional necessity.
To keep pace with this mobile world, we have taken advantage of app-based
technology to deliver clinical trial materials, dynamic updates to FAQs and
tools, and instructional content to our site PIs and Research Coordinators via
their smartphone or tablet devices.
This outreach has allowed us to stay connected with the clinical trial operations teams, thus enhancing
communications and relationships with our sites. We’re excited about this pilot project and its effectiveness at
simplifying the site’s access to current information, enhancing our interactions with our sites, and supporting the
site’s ability to conduct a clinical trial.

			 PROJECT SPOTLIGHT
CASCADE-FH: Cascade Screening for Awareness and Detection
of Familial Hypercholesterolemia
One out of every 300 to 500 people has familial hypercholesterolemia (FH), but
less than 10 percent of people have been diagnosed. It can affect people of any
race or ethnicity. People with FH have extremely high levels of LDL, or “bad,” cholesterol but they typically don’t have
other common risk factors like high blood pressure and so can be overlooked in routine screenings. They have a
significantly higher risk of having a heart attack or developing coronary heart disease in their 40s or 50s compared
with the general population.
A unique new registry, driven by an FH patient advocate group, seeks to identify people with FH before they have a
serious cardiac event, to help prevent future events in this population.
The FH Foundation approached the DCRI to create a registry that would help identify people at risk for FH, educate
them about the importance of preventive treatments, and help improve what has typically been less than optimal
diagnosis and care for this population. Eric Peterson, MD, MPH, director of the DCRI, is the principal investigator for
the CASCADE-FH registry.
Enrollment was designed with the patient in mind, with different entry points to reach as many people as possible.
Patients can enroll through participating clinics, or they can enroll online themselves. CASCADE-FH is also working
with four health systems in the United States to use electronic health records to identify people at risk for FH. Patients
will be able to update their treatments, outcomes, and experiences directly via an online portal. They will receive
regular education about the importance of maintaining their prescribed medications and treatments and will be
notified about clinical trials that might be of interest. Learn more: http://www.thefhfoundation.org
Sponsor: FH Foundation
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ORBIT-AF II: Outcomes Registry for Better
Informed Treatment of Atrial Fibrillation II
The ORBIT-AF II registry 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 and success of ORBIT AF I, this registry will provide post-market surveillance data needed for
assessing the safety of novel oral anticoagulants when used in broader patient populations and community
practice settings. It will be the largest contemporary U.S. cohort of outpatients with AF, becoming the most in-depth
study of novel anticoagulants, their management, and subsequent outcomes in patients with AF in general practice.
Currently, 145 sites and 1598 patients have been enrolled in the registry. The first scientific abstract has been
submitted to the American College of Cardiology Scientific Sessions in 2014.
Learn More:
https://vimeo.com/dcri/orbit-af
http://clinicaltrials.gov/ct2/show/NCT01701817
https://orbit-af.dcri.duke.edu

Tools for Economic Analysis of Patient Management
Interventions in Heart Failure (TEAM-HF)
Based on a grant award from the National Institute of Nursing
Research at the National Institutes of Health, TEAM-HF provides
clinicians and researchers with user-friendly tools to facilitate
the conduct of high-quality economic evaluations of health care interventions in heart failure, particularly those
that involve patient-focused educational or behavioral modification elements.
In addition to heart failure programs, the TEAM-HF Costing Tool can be applied to estimate the cost of a program
targeting patients with chronic obstructive pulmonary disease, diabetes, or other conditions.
The tool assists users in the identification and costing of resources involved directly or indirectly in the delivery of
patient-centered programs including personnel, facilities, equipment, supplies, patient incentives, miscellaneous items,
and start-up costs. It can also incorporate revenues for evaluating associated net profits or losses.
The TEAM-HF economic tools were developed by the DCRI’s Shelby Reed, PhD, and co-authors, as shown in
publications and the website. Through the support of this grant, two tools were developed that aid in the application
of standard costing methods and facilitate the conduct of formal cost-effectiveness evaluation of outpatient disease
management programs in heart failure. The tool is available for use free of charge at: www.team-hf.org
Funding: National Institute of Nursing Research, National Institutes of Health
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REGULATE-PCI enrolls first patient
in phase III trial of REG-1
The REGULATE-PCI trial, a comparison of REG-1 and bivalirudin
in patients undergoing percutaneous coronary intervention (PCI),
enrolled its first patient this month. That person is the first of an
anticipated 13,200 participants at 500 sites around the world.
REGULATE-PCI, sponsored by Regado Biosciences, Inc., is a phase III trial designed to evaluate the efficacy and
safety of REG-1, a two-drug system that includes an anticoagulant called pegnivacogin and an RNA aptamer called
anivamersen that binds to pegnivacogin and blocks its activity when necessary. REG-1 was designed to give clinicians
the ability to regulate the clotting effect with much more precision than is possible with the most widely used
anticoagulation drugs, such as bivalirudin. Collaborators include the Cleveland Clinic, Canadian VIGOUR Centre,
Mount Sinai School of Medicine, and Parexel. Read more >>

PROMISE reaches enrollment goal
The Prospective Multicenter Imaging Study for Evaluation of Chest
Pain (PROMISE), sponsored by Duke, is the first large randomized trial
using clinical outcomes to compare alternative diagnostic strategies
for assessment of patients with new stable symptoms suggestive of
coronary artery disease (CAD).
Enrollment updates from PROMISE:
• 10,000 patients
• 193 enrolling sites (an average of 52 patients per site)
• 38 months from first subject enrolled to enrollment completion
As many as five million patients with chest pain undergo noninvasive tests each year to determine if the cause is
coronary artery disease, but these tests aren’t perfect. The PROMISE study will compare anatomic and functional types
of tests to discern which might be better at guiding the treatment of patients with suspected heart disease,” said
PROMISE principal investigator Pamela S. Douglas, M.D., the Ursula Geller Professor for Research in Cardiovascular
Diseases at Duke University, Director of the Duke Clinical Research Imaging Program and Senior Fellow in Clinical
Health Policy, Duke Center for Clinical Health Policy Research. Read the launch article (2012) >>

SAFE-PCI, a study of “firsts,” announces database lock
According to the DCRI’s Sunil Rao, MD, SAFE-PCI for Women, sponsored by Duke, is the
first randomized trial to use the National Cardiovascular Research Infrastructure (NCRI).
The NCRI embeds a randomized trial into the ongoing National Cardiovascular Data
Registry (NCDR) CathPCI registry to create a Part 11-compliant InForm database. This
study is also the first randomized, multicenter trial of radial versus femoral approach to
percutaneous coronary intervention (PCI) in the United States and the first randomized
trial in the interventional cardiovascular space conducted with women exclusively.
The study findings were presented as a late-breaking clinical trial by Dr. Rao at the
Transcatheter Cardiovascular Therapeutics (TCT) conference in October. Read more >>
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Pediatric Trials Network completes Acyclovir study
The Pediatric Trials Network (PTN) has completed its dosing study of the drug Acyclovir
in infants. This study examined acyclovir levels in the blood of premature and full-term
infants who received the drug to treat a suspected herpes simplex virus infection. The
investigators found that infant maturity is associated with the body’s ability to clear the
drug. The investigators determined that less frequent dosing is needed in younger infants
to achieve optimal therapeutic benefit.
The Pediatric Trials Network’s open-label study to describe the pharmacokinetics of acyclovir in premature infants has
concluded, with results recently published in The Pediatric Infectious Diseases Journal. The DCRI’s P. Brian Smith, MD,
MPH, MHS, was senior author of the study. Read more >>

DCRI researchers present studies from TRANSLATE-ACS
Four studies from the TRANSLATE-ACS (Treatment with ADP Receptor
Inhibitors: Longitudinal Assessment of Treatment Patterns and Events
after Acute Coronary Syndrome) study were presented at this year’s
Transcatheter Cardiovascular Therapeutics (TCT) meeting in San Francisco.
TRANSLATE-ACS is a longitudinal, observational study of more than
12,000 heart attack patients treated with percutaneous coronary
intervention (PCI) at 233 hospitals in the United States. DCRI Director
Eric Peterson, MD, MPH, and Tracy Wang, MD, MHS, MSc are the study’s
principal investigators. Read more >>

Examining Outcomes in Subjects With
Acute Coronary Syndrome: IMPROVE-IT
Currently, evidence supports statins as the only evidence-based
lipid-modifying therapy. All recently tested adjunctive therapies such as
niacin, CETP, and fibrates have failed. The IMPROVE-IT study is seeking
to evaluate alternative therapies, something that can be added to a statin,
to improve outcomes.
IMPROVE-IT is a randomized, active-control, double-blind study of subjects with stabilized high-risk acute coronary
syndrome. The primary objective is to evaluate the clinical benefit of Ezetimibe/Simvastatin Combination 10/40
(marketed under the brand VYTORIN in the United States) compared with Simvastatin. Clinical benefit will be defined
as the reduction in the risk of the occurrence of the composite endpoint of cardiovascular death, major coronary
events, and stroke.
Enrollment in the study ended in July 2010 with a total of 18,145 subjects. All subjects are currently in follow-up
while target endpoints of 5,250 are accrued.

5

News December 2013
			 RECENTLY AWARDED PROJECTS
Duke named one of the new vaccine
and treatment evaluation units for the NIH
The National Institute of Allergy and Infectious Diseases (NIAID), part of the
National Institutes of Health, has named Duke University Medical Center as
a new site in the nationwide network of Vaccine and Treatment Evaluation
Units (VTEUs). The DCRI’s Emmanuel “Chip” Walter, MD, MPH, has been
named the principal investigator. Duke is the only new site added to the
network; the other eight recent NIAID contracts were awarded to existing sites. With the addition of the Duke site,
the network hopes to expand its knowledge about the origin and evolution of new infectious diseases and identify
possible vaccines and treatments. Read more >>

Multi-Factorial Intervention to Slow Progression
of Diabetic Kidney Disease
This randomized, controlled trial to slow diabetic kidney disease (DKD)
progression will use an innovative telehealth approach that is potentially
scalable with demonstrable efficacy in reducing antecedents of kidney
disease, including poor blood pressure, glucose, and lipid control. It will
enroll demographically diverse patients from local primary care clinics to
allow applicability of our results to the general U.S. population within existing delivery systems. The study targets
patients with moderate DKD and uncontrolled hypertension (HTN), accounting for about 20 percent of all patients
with diabetes who disproportionately suffer from end-stage renal disease, cardiovascular events, and death.
The purpose of this study is to help diabetic patients with uncontrolled HTN better understand their risk for DKD and
to give them specific feedback via a telephone intervention on how to reduce that risk through behavioral changes.
The estimated enrollment is 300, with the study starting in December 2013.

Patient-Centered Research into Outcomes Stroke Patients
Prefer and Effectiveness Research (PROSPER)
This three-year study will use data from the American Heart Association
Get With The Guidelines – Stroke registry combined with Medicare claims
data to track long-term outcomes. It will also use telephone interviews with
patients after hospital discharge to track patient-reported outcomes.
The study will be developing online tools highlighting the benefits and risks of different treatments to enable
stroke patients to evaluate the treatment approach that suits them best. PROSPER will compare the effectiveness
and safety of warfarin (a common anticoagulant) versus no treatment and versus treatment with newer
anticoagulants. It will take a similar approach for cholesterol medications, as well as evaluate the effectiveness
of antidepressants in stroke patients.
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Guiding Evidence Based Therapy Using Biomarker Intensified
Treatment in Heart Failure (GUIDE-IT)
The primary objective for this study is to determine the efficacy of a strategy of
biomarker-guided therapy compared with usual care in high-risk patients with left
ventricular systolic dysfunction.
Heart failure is a common disorder in which the heart cannot pump enough
blood to meet the needs of the rest of the body. Common symptoms of heart
failure include shortness of breath, swelling, and fatigue. Standard treatment
for heart failure include diuretics to control fluid, as well as beta-blockers and
ACE-inhibitors that help the heart work more efficiently and prevent worsening
of heart function. GUIDE-IT will test whether the use of a blood test called NT-proBNP (which measures a hormone
released by the heart) can help clinicians do a better job of adjusting these heart failure medicines over time.

Drug Induced Liver Injury Network (DILIN)
The National Institute of Diabetes and Digestive and Kidney Diseases (NIDDK)
recently awarded the DCRI an additional five years as the DCC for DILIN. The
major aims of DILIN over the next five years are to pursue pharmacogenetic
analyses to find predictive biomarkers as well as genetic “fingerprints”
useful for determining what happens when these injuries occur and use
that knowledge to develop specific methods of prevention and treatment.
Currently, DILIN is conducting two registry studies:
• A Retrospective Study, to establish a nationwide registry of people who have experienced liver injury within the
past 10 years after using any of seven specific drugs and one drug category (quinolone antibiotics).
• A Prospective Study, to establish a nationwide registry of people who have experienced liver injury within the past
six months after using certain drugs or alternative products. Read more >>

The Antibacterial Resistance Leadership Group (ARLG)
Duke and the University of California-San Francisco were recently
awarded up to $62 million for a 6.5-year cooperative agreement
from the National Institute of Allergy and Infectious Diseases, part
of the National Institutes of Health, to conduct clinical trials and
programs as the Antimicrobial Resistance Leadership Group (ARLG). The DCRI’s Vance G. Fowler, Jr., MD, MHS, and
UCSF’s Chip Chambers, MD, are the principal investigators for this important leadership program in conjunction with
many of the world’s leaders in antimicrobial resistance.
Introduction of antibacterials into the clinic in the 1940s ushered in a new era of medicine and changed the course
of history. Many physicians anticipated that infectious disease would be eliminated as a public health problem.
Unfortunately, a vast and possibly limitless pool of potential resistance genes naturally occurring in microbial
populations has thwarted this goal. Since antibacterials exert a powerful selective pressure, bacteria can easily
acquire resistance through mutation or horizontal gene transfer. Visit the ARLG website to learn more.
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The DCRI’s Center for Educational Excellence
The Center for Educational Excellence (CEE) was formed in 2010 with the
goal of promoting interaction and collaboration among multiple educational
providers within the DCRI and the larger Duke Medicine and Duke University
Health System entities. The Center seeks to improve patient safety and
enhance clinical outcomes through the dissemination and application of
evidence-based knowledge via a variety of venues and delivery channels.
Through numerous initiatives, the CEE works to narrow the gap in the translation of clinical evidence from clinical trials to actual practice in patient care.
As part of its educational mission, CEE supports the Regional Approach to Cardiovascular Emergencies (RACE) project,
a statewide system for providing rapid coordinated care of cardiovascular emergencies in North Carolina. Established in
2003, the RACE system incorporates quality improvement efforts from 119 hospitals, 540 emergency medical agencies
and thousands of healthcare providers working in a coordinated manner to provide timely and lifesaving care.
As the third leading cause of death, cardiac arrest claims 300,000 Americans lives each year. If witnessed, recognized
and treated with cardiopulmonary resuscitation (CPR), external defibrillation, and hospital post-arrest care, almost
half of victims can survive and return to functional lives. Unfortunately, we currently fall well short of this goal in
North Carolina, with only one in five victims receiving bystander CPR, and only one in 20 surviving to hospital
discharge. Supported by the Medtronic Foundation HeartRescue Project, and hospitals and emergency medical
systems throughout the state, we hope to double survival from cardiac arrest within five years.

RACE CARS team trains thousands at NC State Fair
As part of its continued mission to spread the word about the importance of
compression-only cardiopulmonary resuscitation (CPR) through community
engagement, the RACE CARS program launched a large-scale educational
effort at the North Carolina State Fair in Raleigh in October. More than 100
volunteer instructors representing the DCRI, the Duke Heart Center, and 26
other organizations from across the state staffed the RACE CARS exhibit
booth in the Educational Building for the entire 11-day run of the fair. A
total of 2,738 fairgoers were trained.
In addition to the success these training efforts have had on-site at the fairgrounds, RACE CARS was able to
garner some increased media attention through several feature stories broadcast by local television news stations.
In an interview with WTDV, Christopher Granger, MD, director of Duke’s Cardiac Care Unit and RACE CARS principal
investigator, pointed out that more than 8,000 people a year suffer from cardiac arrest in North Carolina and CPR is a
vital tool that can be used by anyone to save the lives of these people.
In another featured story, WRAL-TV interviewed James Jollis, MD, FACC, a
cardiologist for Rex and UNC Healthcare, and a co-principal investigator for the
RACE CARS program, and Gene Oakley, who used CPR to save her husband
Ken Oakley when he experienced cardiac arrest. Jollis pointed out that the
Oakley’s case might be called a “miracle story,” but that this “miracle” can
happen any time a bystander or family member recognizes what is happening,
calls 911, and starts compressions.

8

News December 2013
			 EDUCATION/TRAINING
The DCRI’s Research Fellowship Program
Training the next general of clinical researchers
The DCRI has a long-standing commitment to train fellows and
junior faculty in order to develop the next generation of clinical
researchers. The program’s philosophy is that the most successful
investigators will be able to combine superior knowledge in their
field of clinical specialty with quantitative principles in an interactive,
teamwork-oriented environment.
Each fellow who spends time at the DCRI has
a mentor whose responsibility it is to guide the
fellow in all things – academics, including when
possible the Clinical Research Training Program;
statistical principles; manuscript writing; clinical research, often including hotline duty; career
development; and clinical work with one or more
faculty members when they see patients. Mentors are critical to the success of the
fellows, and the mentorship relationship forms the cornerstone of the program.
The Class of 2013 includes 34 fellows (19 male, 15 female), with 8 international fellows. This year’s class spans 11
specialties and is supported by 21 faculty mentors. Learn more: dcri.org/fellowship-program

			 FEATURED THERAPEUTIC AREA
The DCRI’s Infectious Diseases (ID) Research Program, led by Susanna Naggie, MD,
comprises an exceptional team of physician-researchers and clinical trial operations
staff experienced in conducting large and small clinical trials and dedicated to
providing scientific and operational leadership in the conduct of clinical research,
advancing clinical research methodology, and ultimately improving patient care.
Our ID program features the Duke Infection Control Outreach Network (DICON).
DICON is a consortium of 42 hospitals in four states, ranging from small community hospitals to large regional
medical centers with 30 to 638 beds, with a cumulative 9,700 occupied beds and 45,000 employees. DICON has
amassed a database of more than 155,000 surgical procedures and 3.4 million patient-days of demographic, treatment, and outcomes information. The result is a wealth of data available for use to speed and improve trial design.
In addition, the DCRI ID research program has access to the impressive amount of data represented by the
Staphylococcus Aureus Bacteremia Group (SABG) and the International Collaboration on Endocarditis (ICE), both
headquartered at the DCRI. SABG has the largest collection of S. aureus bacteremia outcomes data in the world, with
more than 2,000 patients in the registry and 12 weeks of follow-up information that includes genetic fingerprinting.
ICE is the most extensive registry of infective endocarditis in the world, comprising more than 5,000 patients enrolled
in the prospective registry and another 3,000 patients in a retrospective database. ICE collects extensive outcomes
data, including electrocardiology and serology core laboratory analyses. The principal investigators for this project are
Vivian Chu, MD, and G. Ralph Corey, MD.
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ICAAC 2013: Interscience Conference on
Antimicrobial Agents & Chemotherapy
10–13 September 2013
Denver, CO
ICAAC Update: At this year’s conference, attention was focused on the
recently and successfully completed phase III global SOLO I and SOLO II trials
for which DCRI provided thought leadership in addition to DSMB statistical
support and project leadership. Ralph Corey, MD, was the first author for
these presentations. Read the article >>
The Antimicrobial Resistance Leadership Group (ARLG) Network was formally announced at the DCRI’s booth
at ICAAC. Fellowship opportunities provided by the network generated a great deal of interest. The ARLG
subcommittee, with thought leaders from the United States, Argentina, and Colombia, met during this conference.
The ARLG was also featured in session slides delivered by Helen Boucher (Tufts University) and Edward Cox
(Food and Drug Administration).

ID Week 2013: Infectious Disease Society of America,
Society for Healthcare Epidemiology of America, HIV Medicine
Association, Pediatric Infectious Diseases Society
2–6 October 2013
San Francisco, CA
The DCRI was well-represented at the annual ID Week meeting in
San Francisco, with 24 faculty members participating in 15 workshops,
symposia, and slide sessions. Seventeen faculty members participated in
10 poster sessions.

TCT 2013: Transcatheter Cardiovascular Therapeutics
(American College of Cardiology)
27 October-1 November 2013
San Francisco, CA
Duke faculty participated in more than 40 presentations, panels,
and sessions. Download the presentations and read the summaries
of the late-breaking research presented at the annual TCT.
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AASLD 2013: 64th Annual Liver Meeting
1–5 November 2013
Washington, DC
DCRI faculty contributed to two late-breaking abstract sessions at this
year’s AASLD conference in Washington, DC. Manal Abdelmalek, MD, MPH,
helped to create a late-breaking poster (A Phase 2B Double-Blind Placebo
Controlled Study of Two Doses of EPA-E in Patients With Nonalcoholic
Steatohepatitis) and Andrew Muir, MD, MHS, was a contributing author
for a late-breaking abstract session (Sofosbuvir and Ribavirin for the
Treatment of Established Recurrent Hepatitis C Infection After Liver
Transplantation: Preliminary Results of a Prospective, Multicenter Study). In total, nine DCRI faculty members were
highlighted in nine featured speaker presentations and contributed to or were primary authors for 18 abstract
poster presentations.
Download posters and presentation slides from the 2013 Liver Meeting.
Download the new Liver Disease Research Brochure [PDF].

AHA Scientific Sessions 2014
(American Heart Association)
16–20 November 2013
Dallas, TX
At this year’s conference, there were more than 200 activities
(presentations, panels, posters) featuring Duke authors, 14
presentations featuring Duke fellows, and four “Best of” posters featuring
Duke authors. Presentations, articles, and blog posts are available here:
https://dcri.org/events/aha-2013
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Alphabetical by Journal
For a full listing of all publications
Aug–Oct, click here.
Documentation of Study Medication
Dispensing in a Prospective Large
Randomized Clinical Trial: Experiences
from the Aristotle Trial
Alexander JH, Levy E, Lawrence J, et al.
Am Heart J. 2013 Sep;166(3):559-565.e1.
PM:24016507
Embedding a Randomized Clinical
Trial Into an Ongoing Registry
Infrastructure: Unique Opportunities
for Efficiency in Design of the Study of
Access Site for Enhancement of
Percutaneous Coronary Intervention
for Women (Safe-Pci for Women)
Hess CN, Rao SV, Kong DF, et al.
Am Heart J. 2013 Sep;166(3):421-428.e1.
PM:24016489
Results of a Reevaluation of
Cardiovascular Outcomes in
the Record Trial
Mahaffey KW, Hafley G, Dickerson S, et al.
Am Heart J. 2013 Aug;166(2):240-249.e1.
PM:23895806
Use of Lung Allografts from
Brain-Dead Donors After
Cardiopulmonary Arrest and Resuscitation
Castleberry AW, Worni M, Osho AA, et al.
Am J Respir Crit Care Med. 2013 Aug
15;188(4):466-73.
PM:23777361
Comment: Diamonds in the rough:
identification of usable donor lungs.
Klesney-Tait JA, Parekh K
Am J Respir Crit Care Med. 2013 Aug
15;188(4):410-2.
PM: 23947516
Association of Early Physician Follow-Up
and 30-Day Readmission After
Non-St-Segment-Elevation Myocardial
Infarction Among Older Patients
Hess CN, Shah BR, Peng SA, Thomas L, Roe
MT, Peterson ED
Circulation. 2013 Sep 10;128(11):1206-13.
PM:23946265

Intervention for Recoarctation in the
Single Ventricle Reconstruction Trial:
Incidence, Risk, and Outcomes
Hill KD, Rhodes JF, Aiyagari R, et al.
Circulation. 2013 Aug 27;128(9):954-961.
Epub 2013 Jul 17.
PM:23864006
Elderly Patients with Acute Coronary
Syndromes Managed without
Revascularization: Insights Into the
Safety of Long-Term Dual Antiplatelet
Therapy with Reduced-Dose Prasugrel
Versus Standard-Dose Clopidogrel
Roe MT, Goodman SG, Ohman EM, et al.
Circulation. 2013 Aug 20;128(8):823-833.
Epub 2013 Jul 12.
PM:23852610
Use and Associated Risks of Concomitant
Aspirin Therapy with Oral Anticoagulation
in Patients with Atrial Fibrillation: Insights
from the Outcomes Registry for Better
Informed Treatment of Atrial Fibrillation
(Orbit-Af) Registry
Steinberg BA, Kim S, Piccini JP, et al.
Circulation. 2013 Aug 13;128(7):721-8.
PM:23861512
Clinical Pharmacogenetics Implementation
Consortium (CPIC) Guidelines for
IFNL3 (IL28B) Genotype and PEG
Interferon-α-Based Regimens
Muir AJ, Gong L, Johnson SG, et al.
doi:10.1038/clpt.2013.203.
[Epub ahead of print]
Clin Pharmacol Ther. 2013 Oct 4.
PM: 24096968
Outcomes of Apixaban Vs. Warfarin by
Type and Duration of Atrial Fibrillation:
Results from the Aristotle Trial
Al-Khatib SM, Thomas L, Wallentin L, et al.
Eur Heart J. 2013 Aug;34(31):2464-71.
PM:23594592
A Phase 2, Randomized, Partially
Blinded, Active-Controlled Study
Assessing the Efficacy and Safety of
Variable Anticoagulation Reversal Using
the Reg1 System in Patients with Acute
Coronary Syndromes: Results of
the Radar Trial
Povsic TJ, Vavalle JP, Aberle LH, et al.
Eur Heart J. 2013 Aug;34(31):2481-9.
PM:22859796
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The Sts-Acc Transcatheter Valve Therapy
National Registry: a New Partnership
and Infrastructure for the Introduction
and Surveillance of Medical Devices and
Therapies
Carroll JD, Edwards FH, Marinac-Dabic D, et al.
J Am Coll Cardiol. 2013 Sep 10;62(11):
1026-34.
PM:23644082
Effects of Nesiritide and Predictors of
Urine Output in Acute Decompensated
Heart Failure: Results from Ascend-Hf
(Acute Study of Clinical Effectiveness
of Nesiritide and Decompensated Heart
Failure)
Gottlieb SS, Stebbins A, Voors AA, et al.
J Am Coll Cardiol. 2013 Sep 24;62(13):
1177-83.
PM:23747790
Radial Versus Femoral Access
Rao SV, Turi ZG, Wong SC, Brener SJ,
Stone GW
J Am Coll Cardiol. 2013 Oct 22;62(17
Suppl):S11-20.
PM:24135659
Aspirin Exposure Reveals Novel Genes
Associated with Platelet Function and
Cardiovascular Events
Voora D, Cyr D, Lucas J, et al.
J Am Coll Cardiol. 2013 Oct 1;62(14):
1267-76.
PM:23831034
Portfolio of Clinical Research in Adult
Cardiovascular Disease as Reflected in
Clinicaltrials.gov
Alexander KP, Kong DF, Starr AZ, et al.
J Am Heart Assoc. 2013 Sep 26;2(5):e000009.
PM:24072529
Comparative Effectiveness of Surfactant
Preparations in Premature Infants
Trembath A, Hornik CP, Clark R, Smith PB,
Daniels J, Laughon M
J Pediatr. 2013 Oct;163(4):955-960.e1.
PM:23769501
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An Updated Bleeding Model to
Predict the Risk of Post-Procedure
Bleeding Among Patients Undergoing
Percutaneous Coronary Intervention:
a Report Using an Expanded Bleeding
Definition from the National
Cardiovascular Data Registry
Cathpci Registry
Rao SV, McCoy LA, Spertus JA, et al.
JACC Cardiovasc Interv. 2013 Sep;6(9):
897-904.
PM:24050858
Data and Safety Monitoring Boards:
Academic Credit Where Credit is Due?
Armstrong PW, Califf RM
JAMA. 2013 Oct 16;310(15):1563-4.
PM:24129461
Financial Incentives in Primary Care
Practice: the Struggle to Achieve
Population Health Goals
Dolor RJ, Schulman KA
JAMA. 2013 Sep 11;310(10):1031-2.
PM:24026597
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